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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-g n\/nrnmnnf:\l’ inliaisaon with IQ(\' also take pnrf inthe waork 1SO collaborates r‘lncnly with the, International

Electrotechnical Commission (IEC) on all matters of electrotechnical standardization.

Intermational Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Rart 2.

The main task of technical committees is to prepare International Standards. Draft\internationpl Standards
adopfed by the technical committees are circulated to the member bodies for lvoting. Publigation as an
Interpational Standard requires approval by at least 75 % of the member bodies-casting a vote.

Attention is drawn to the possibility that some of the elements of this document may be the subject of patent
rightg. 1ISO shall not be held responsible for identifying any or all such patent rights.

ISO 22000 was prepared by Technical Committee ISO/TC 34, Foad products.
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Introduction

Food safety is related to the presence of food-borne hazards in food at the point of consumption (intake by the
consumer). As the introduction of food safety hazards can occur at any stage of the food chain, adequate
control throughout the food chain is essential. Thus, food safety is ensured through the combined efforts of all

the parties participating in the food chain.

Organization

manufacturefs, transport and storage operators and subcontractors to retail and food service outlets.(tog
with inter-related organizations such as producers of equipment, packaging material, cleaning agents, add

and ingredie

This Internat

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

ts). Service providers are also included.

onal Standard specifies the requirements for a food safety management systemthat combing

food
ether
itives

s the

following gerjerally recognized key elements to ensure food safety along the food chain;yup to the point of final
consumption

— interactive communication;

— system njanagement;

— prerequigite programmes;

— HACCP principles.

Communicatlon along the food chain is essential to ensure that all relevant food safety hazards are identified
and adequafely controlled at each step within the foad;“chain. This implies communication beteen
organization$ both upstream and downstream in the food-¢hain. Communication with customers and suppliers
about identified hazards and control measures will assistin clarifying customer and supplier requirementq (e.g.

with regard t

Recognition
interactive cd

example of the communication channels-among interested parties of the food chain is shown in Figure 1.

The most ef
structured m
This provide
been aligneg
between this

This Interna
implementati
organizations

b the feasibility and need for these requirements and their impact on the end product).
mmunication throughout the chain in order to deliver safe food products to the final consumsg
fective food safety systems are established, operated and updated within the framework

pnagement system @nd’incorporated into the overall management activities of the organiz

with 1SO 9004 in order to enhance the compatibility of the two standards. Cross-refere
International*Standard and ISO 9001 are provided in Annex A.

ional Standard can be applied independently of other management system standard
pn can~be aligned or integrated with existing related management system requirements,
may utilize existing management system(s) to establish a food safety management systen

of the organization's role and paosition within the food chain is essential to ensure eff¢ctive

br. An

of a
Ation.

5 maximum benefit for the organization and interested parties. This International Standarg has

nces
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This International Standard integrates the principles of the Hazard Analysis and Critical Control Point (HACCP)
system and application steps developed by the Codex Alimentarius Commission. By means of auditable
requirements, it combines the HACCP plan with prerequisite programmes (PRPs). Hazard analysis is the key to
an effective food safety management system, since conducting a hazard analysis assists in organizing the
knowledge required to establish an effective combination of control measures. This International Standard
requires that all hazards that may be reasonably expected to occur in the food chain, including hazards that may
be associated with the type of process and facilities used, are identified and assessed. Thus it provides the
means to determine and document why certain identified hazards need to be controlled by a particular
organization and why others need not.

During hazard analysis, the organization determines the strategy to be used to ensure hazard control by
combining the PRP(s), operational PRP(s) and the HACCP plan.
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NOTE The figure does not show the type of interactive communications along and across the food chain that by-pass
immediate suppliers and customeérs,

Figure'l — Example of communication within the food chain

Crossg-references between the Codex Alimentarius Commission HACCP principles and applicatign steps (see
Refefence [11]) and“this International Standard are provided in Annex B.

To fakilitate .thevapplication of this International Standard, it has been developed as an auditable standard.
Howgver, individual organizations are free to choose the necessary methods and approaches to fulfil the

requifements of this International Standard. To assist individual organizations with the implementation of this
International Standard, gnid:\nr‘n onits uselis prmlirlnrl i 1SQ/TS 22004

This International Standard is intended to address aspects of food safety concerns only. The same approach as
provided by this International Standard can be used to organize and respond to other food specific aspects (e.g.
ethical issues and consumer awareness).

This International Standard allows an organization (such as a small and/or less developed organization) to
implement an externally developed combination of control measures.

The aim of this International Standard is to harmonize on a global level the requirements for food safety
management for businesses within the food chain. It is particularly intended for application by organizations that
seek a more focused, coherent and integrated food safety management system than is normally required by
law. It requires an organization to meet any applicable food safety related statutory and regulatory requirements
through its food safety management system.
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Food safety management systems — Requirements for any
organization in the food chain

1 Scape

This

International Standard specifies requirements for a food safety management syster

orgaipization in the food chain needs to demonstrate its ability to control food safety hazards.in or

that fi
It is g
want
this |
This
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b) tq
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d) tg

th
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f) td
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Allre
in the
one
prodt
servi
servi
clean

bod is safe at the time of human consumption.

pplicable to all organizations, regardless of size, which are involved in anycaspect of the fo
to implement systems that consistently provide safe products. The means™of meeting any req
ternational Standard can be accomplished through the use of internal @nd/or external resou

nternational Standard specifies requirements to enable an organization

plan, implement, operate, maintain and update a food safety.management system aimed
foducts that, according to their intended use, are safe for the consumer,

demonstrate compliance with applicable statutory and regulatory food safety requirements,

evaluate and assess customer requirements and.demonstrate conformity with those mu
LiIstomer requirements that relate to food safety, irierder to enhance customer satisfaction,

effectively communicate food safety issues te'their suppliers, customers and relevant interes
e food chain,

ensure that the organization conformsto its stated food safety policy,
demonstrate such conformity to.retevant interested parties, and

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

make a self-assessment or-self-declaration of conformity to this International Standard.

[uirements of this Integnational Standard are generic and are intended to be applicable to all
food chain regardless of size and complexity. This includes organizations directly or indirec
r more steps of.the food chain. Organizations that are directly involved include, but are not li
cers, harvesters, farmers, producers of ingredients, food manufacturers, retailers, food serv
Ces, organizations providing cleaning and sanitation services, transportation, storage an
Ces. Other'organizations that are indirectly involved include, but are not limited to, suppliers ¢
ing,and-sanitizing agents, packaging material, and other food contact materials.
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anization, or
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o
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ation (e.g. a

small farm, a small packer-distributor, a small retail or food service outlet), to implement an externally developed
combination of control measures.

NOTE Guidance on the application of this International Standard is given in ISO/TS 22004.

2 Normative references

The following referenced documents are indispensable for the application of this document. For dated
references, only the edition cited applies. For undated references, the latest edition of the referenced document

(inclu

ding any amendments) applies.

ISO 9000:2000, Quality management systems — Fundamentals and vocabulary

©1S0
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3 Terms and definitions
For the purposes of this document, the terms and definitions given in ISO 9000 and the following apply.

For the convenience of the users of this International Standard, some of the definitions in ISO 9000 are quoted
with added notes that are applicable only to this special application.

NOTE Terms are not defined where they retain their normal dictionary definition. Where bold type is used in a definition,
this indicates a cross-reference to another term defined in this clause, and the number reference for the term is given in

parentheses.

3.1

food safety

concept that| food will not cause harm to the consumer when it is prepared and/or eaten according [to its
intended use

NOTE 1 Adapted from Reference [11].

NOTE 2 Food safety is related to the occurrence of food safety hazards (3.3) and does not include other human pealth
aspects relatefl to, for example, malnutrition.

3.2

food chain

sequence of the stages and operations involved in the production, processing, distribution, storagq and
handling of g food and its ingredients, from primary production to consumption

NOTE 1 This|includes the production of feed for food-producing animals and for animals intended for food productiof.
NOTE 2 Thelfood chain also includes the production of materials intended to come into contact with food or raw matgrials.
3.3

food safety hazard

biological, chemical or physical agent in food, or conpdition of food, with the potential to cause an adverse health
effect

NOTE 1 Adapted from Reference [11].

NOTE 2 Thelterm “hazard” is not to be confused with the term “risk” which, in the context of food safety, means a fupction
of the probabiljty of an adverse health effect (e.g. becoming diseased) and the severity of that effect (death, hospitalization,
absence from work, etc.) when exposed'to a specified hazard. Risk is defined in ISO/IEC Guide 51 as the combination|of the
probability of qccurrence of harm and.the severity of that harm.

NOTE 3 Food safety hazardS/include allergens.

NOTE 4 In the context.of feed and feed ingredients, relevant food safety hazards are those that may be present in and/or

services and thus can have the potentlal to cause an adverse human health effect.

3.4

food safety policy
overall intentions and direction of an organization related to food safety (3.1) as formally expressed by top
management

35
end product

product that will undergo no further processing or transformation by the organization

NOTE A product that undergoes further processing or transformation by another organization is an end product in the
context of the first organization and a raw material or an ingredient in the context of the second organization.

© ISO 2005 — All rights reserved
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3.6
flow diagram
schematic and systematic presentation of the sequence and interactions of steps

3.7

control measure

(food safety) action or activity that can be used to prevent or eliminate a food safety hazard (3.3) or reduce it
to an acceptable level

NOTE Adapted from Reference [11].

3.8

PRP
prergquisite programme
(food|safety) basic conditions and activities that are necessary to maintain a hygienic environment throughout
the food chain (3.2) suitable for the production, handling and provision of safe end.products (8.5) and safe
food for human consumption

NOTH The PRPs needed depend on the segment of the food chain in which the organization operates gnd the type of
organjzation (see Annex C). Examples of equivalent terms are: Good Agricultural_Practice (GAP), Good Veterinarian
Practice (GVP), Good Manufacturing Practice (GMP), Good Hygienic Practice (GHP), Good Production Pfactice (GPP),
Good|Distribution Practice (GDP) and Good Trading Practice (GTP).

3.9
opergtional PRP

opergtional prerequisite programme
PRP|(3.8) identified by the hazard analysis as essentiakin“order to control the likelihood of intr¢ducing food
safetly hazards (3.3) to and/or the contamination or proliferation of food safety hazards in the prpduct(s) or in
the processing environment

3.10
CCP
critidal control point
(food|safety) step at which control can be-applied and is essential to prevent or eliminate a food spfety hazard
(3.3) jor reduce it to an acceptable |evel

NOTH Adapted from Reference [11]:
3.11
critigal limit

criterjon which separates acceptability from unacceptability

NOTH 1 Adapted\from Reference [11].

NOTH 2 Critical limits are established to determine whether a CCP (3.10) remains in control. If a critical linfit is exceeded
or violated,'the products affected are deemed to be potentially unsafe.

3.12

monitoring

conducting a planned sequence of observations or measurements to assess whether control measures (3.7)
are operating as intended

3.13
correction
action to eliminate a detected nonconformity

[1SO 9000:2000, definition 3.6.6]

NOTE 1 For the purposes of this International Standard, a correction relates to the handling of potentially unsafe products,
and can therefore be made in conjunction with a corrective action (3.14).

© 1SO 2005 — All rights reserved 3
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NOTE 2 A correction may be, for example, reprocessing, further processing, and/or elimination of the adverse
consequences of the nonconformity (such as disposal for other use or specific labelling).

3.14

corrective action
action to eliminate the cause of a detected nonconformity or other undesirable situation

NOTE 1 There can be more than one cause for a nonconformity.

[ISO 9000:2000, definition 3.6.5]

NOTE 2 Correciive action includes cause analysis and IS taken o prevent recurrence.

3.15

validation

(food safety)| obtaining evidence that the control measures (3.7) managed by the HACCP-plan and Qy the
operational PRPs (3.9) are capable of being effective

NOTE This definition is based on Reference [11] and is more suitable for the field of food safety (3.1) than the defjnition
given in 1ISO 9p00.

3.16

verification

confirmation
[ISO 9000:2¢

3.17
updating

immediate afpd/or planned activity to ensure application'of the most recent information

4 Foods

4.1 Gener

The organizgtion shall establishi-document, implement and maintain an effective food safety managq

system and

The organizg
products or
managemen

through the provision of objective evidence, that specified\requirements have been fulfilled

00, definition 3.8.4]

afety management system

Al requirements

pdate it when necessary in accordance with the requirements of this International Standard,
tion shall define the scope of the food safety management system. The scope shall specit
product, <ategories, processes and production sites that are addressed by the food {
systen.

tiofy shall

ment

y the
afety

The organizg

a)

b)

d)

ensure that food safety hazards that may be reasonably expected to occur in relation to products within the
scope of the system are identified, evaluated and controlled in such a manner that the products of the
organization do not, directly or indirectly, harm the consumer,

communicate appropriate information throughout the food chain regarding safety issues related to its
products,

communicate information concerning development, implementation and updating of the food safety
management system throughout the organization, to the extent necessary to ensure the food safety
required by this International Standard, and

evaluate periodically, and update when necessary, the food safety management system to ensure that the
system reflects the organization's activities and incorporates the most recent information on the food safety
hazards subject to control.

© ISO 2005 — All rights reserved
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Where an organization chooses to outsource any process that may affect end product conformity, the
organization shall ensure control over such processes. Control of such outsourced processes shall be identified
and documented within the food safety management system.

4.2

421

Documentation requirements

General

The food safety management system documentation shall include

L2\

a) d
b) d
c) d

0

4.2.2

Docu
docu

The
effec

A do

&
—

d
b) tc

4.2.3

Reco
the e
and

ident

HEaaertad-ciatanaant £ £ £l fabhrnalevwrand ralatadl i L L
MUUTTICTTIO U OWALUTTICTIO UT A TUUU O(AIUL)’ |JUII\.:)’ arnug reratcu UIJJC\.'I.IVUQ \DUC \J.L},
bcumented procedures and records required by this International Standard, and

bcuments needed by the organization to ensure the effective development, implementation
f the food safety management system.

Control of documents

ments required by the food safety management system shall be controlled. Records are a s
ment and shall be controlled according to the requirements given,in‘4.2.3.

ontrols shall ensure that all proposed changes are reviewed pfior to implementation to de
s on food safety and their impact on the food safety management system.

umented procedure shall be established to define the(controls needed

approve documents for adequacy prior to issue,

review and update documents as necessaryy)and re-approve documents,

ensure that changes and the current revision status of documents are identified,

ensure that relevant versions of applieable documents are available at points of use,
ensure that documents remain legible and readily identifiable,

ensure that relevant documents of external origin are identified and their distribution control

prevent the unintended use of obsolete documents, and to ensure that they are suitably iden
they are retained for.any purpose.

Control of records

rds shall be)established and maintained to provide evidence of conformity to requirements an
[fective“aperation of the food safety management system. Records shall remain legible, readi
retrievable. A documented procedure shall be established to define the controls neg
fication, storage, protection, retrieval, retention time and disposition of records.

and updating

becial type of

termine their

ed, and

tified as such

0 evidence of
y identifiable
bded for the

5 Management responsibility

5.1

Management commitment

Top management shall provide evidence of its commitment to the development and implementation of the food
safety management system and to continually improving its effectiveness by

a) showing food safety is supported by the business objectives of the organization,

b) communicating to the organization the importance of meeting the requirements of this International
Standard, any statutory and regulatory requirements, as well as customer requirements relating to food
safety,

©1S0
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c) establish

ing the food safety policy,

d) conducting management reviews, and

e) ensuring

the availability of resources.

5.2 Food safety policy

Top management shall define, document and communicate its food safety policy.

Top management shall ensure that the food safety policy

a) is approp

b) conforms
requirem

¢) is commynicated, implemented and maintained at all levels of the organization,

d) is review

e) adequate

f) is supponted by measurable objectives.

5.3 Food s

Top manageiment shall ensure that

a) planning
the objeg

b) the integ
manager

5.4 Respognsibility and authority

Top manage
organization

All personne
person(s). D¢

5.5 Food s

riate to the role of the organization in the food chain,

with both statutory and regulatory requirements and with mutually agreed. feod ¢
ents of customers,

pd for continued suitability (see 5.8),

ly addresses communication (see 5.6), and

safety management system planning

of the food safety management system is carried out to meet requirements given in 4.1 as W
tives of the organization that support food safety, and

rity of the food safety management 'system is maintained when changes to the food 5
hent system are planned and implemented.

ment shall ensure thatresponsibilities and authorities are defined and communicated with
to ensure the effective,operation and maintenance of the food safety management system.

shall have respaonsibility to report problems with the food safety management system to ider
bsignated personnel shall have defined responsibility and authority to initiate and record actic

bafety’team leader

afety

ell as

afety

n the

tified
ns.

Top manage

ment shall appoint a food satety team leader who, Irrespective ot other responsibilities, shall

the responsibility and authority

a) to manage a food safety team (see 7.3.2) and organize its work,

b) to ensure relevant training and education of the food safety team members (see 6.2.1),

have

c) to ensure that the food safety management system is established, implemented, maintained and updated,

and

d) to report to the organization's top management on the effectiveness and suitability of the food safety
management system.

NOTE The responsibility of the food safety team leader may include liaison with external parties on matters relating to the
food safety management system.

© ISO 2005 — All rights reserved
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5.6 Communication

5.6.1 External communication

To ensure that sufficient information on issues concerning food safety is available throughout the food chain, the
organization shall establish, implement and maintain effective arrangements for communicating with

a)
b)

c)
d)

Such{communication shall provide information on food safety aspects of the organization's product
relevant to other organizations in the food chain. This applies especially to known/food safety hazal
to be|controlled by other organizations in the food chain. Records of commuications shall be mai
Food

Designated personnel shall have defined responsibility and autherity to communicate externally an
concgrning food safety. Information obtained through exterpalycommunication shall be include
system updating (see 8.5.2) and management review (see 5.8.2).

5.6.2| Internal communication

The
persannel on issues having an impact on food-safety.

In org

a)
b)
c)
d)
e)
f)
9)
h)
i)
)
k)
D)

m)

suppliers and contractors,

customers or consumers, in particular in relation to product information (including instructions regarding
intended use, specific storage requirements and, as appropriate, shelf life), enquiries, contracts or order-

h Ild:;lly ;Ilb:ud;lly altict IdIIICI Itb, (J.IIGl bUDtUIIICI fccdbau:\ ;Ilb:ud;llu bthUIIICI bUIIIp:aiIItD,
sfatutory and regulatory authorities, and

other organizations that have an impact on, or will be affected by, the effectiveness er updatin
pfety management system.

n

brganization shall establish, implement.and maintain effective arrangements for commu

pfoducts or new products;

=

w materials, ingredients)and services;

pfoduction systems-and equipment;

production premises, location of equipment, surrounding environment;
cleaning and,sanitation programmes;

ppckaging, storage and distribution systems;

personnel qualification levels and/or allocation of responsibilities and authorizations;

safety requirements from statutory and regulatory authorities and-customers shall be availah

g of the food

5 that may be
rds that need
htained.

e.

y information
|l as input to

hicating with

er to maintain the effectiveness of ‘the food safety management system, the organization shdll ensure that
the fqod safety team is informed in_atimely manner of changes, including but not limited to the fol

owing:

statutory and regulatory requirements;

knowledge regarding food safety hazards and control measures;
customer, sector and other requirements that the organization observes;
relevant enquiries from external interested parties;

complaints indicating food safety hazards associated with the product;

other conditions that have an impact on food safety.

The food safety team shall ensure that this information is included in the updating of the food safety
management system (see 8.5.2). Top management shall ensure that relevant information is included as input to
the management review (see 5.8.2).
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5.7 Emergency preparedness and response

Top management shall establish, implement and maintain procedures to manage potential emergency
situations and accidents that can impact food safety and which are relevant to the role of the organization in the
food chain.

5.8 Management review

5.8.1 General

Top manageinent shall review the organization's food safety management system at planned intervals¢te €psure
its continuing suitability, adequacy and effectiveness. This review shall include assessing oppertunitigs for
improvemen{ and the need for change to the food safety management system, including the food: safety policy.
Records of management reviews shall be maintained (see 4.2.3).

5.8.2 Review input

The input to management review shall include, but is not limited to, information on

a) follow-up|actions from previous management reviews,

b) analysis pf results of verification activities (see 8.4.3),

c) changing circumstances that can affect food safety (see 5.6.2),

d) emergengy situations, accidents (see 5.7) and withdrawals(s€e 7.10.4),

e) reviewind results of system-updating activities (see 8.5)2),

f) review offcommunication activities, including customer feed-back (see 5.6.1), and

g) external qudits or inspections.

NOTE The tgrm “withdrawal” includes recall.

The data shgll be presented in a manner that enables top management to relate the information to dtated
objectives of|the food safety management system.

5.8.3 Review output

The output frpm the_management review shall include decisions and actions related to

a) assurange of\food safety (see 4.1),

b) improvement of the effectiveness of the food salety management System (See 8.5),
c) resource needs (see 6.1), and

d) revisions of the organization's food safety policy and related objectives (see 5.2).

6 Resource management

6.1 Provision of resources

The organization shall provide adequate resources for the establishment, implementation, maintenance and
updating of the food safety management system.
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6.2.1
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Human resources

General

The food safety team and the other personnel carrying out activities having an impact on food safety shall be

comp

etent and shall have appropriate education, training, skills and experience.

Where the assistance of external experts is required for the development, implementation, operation or
assessment of the food safety management system, records of agreement or contracts defining the

respg

6.2.2

The ¢

a)

b) p

c) e

a

d) e

e) e

(@]

f) e

jab)

g) maintain appropriate records of trainirig and actions described in b) and c).

6.3

The
need

6.4

nanagement system are trained,

H I ! ") Y £ " 1 " L [T HP |
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Competence, awareness and training

rganization shall
entify the necessary competencies for personnel whose activities have-an-impact on food s3
fovide training or take other action to ensure personnel have the necessary competencies,

hsure that personnel responsible for monitoring, corrections,"and corrective actions of the

valuate the implementation and the effectiveness of a);b) and c),

hsure that the personnel are aware of the relevance and importance of their individual
bntributing to food safety,

hsure that the requirement for effective communication (see 5.6) is understood by all pers
Ctivities have an impact on food safety-and

Infrastructure

brganization shall_provide the resources for the establishment and maintenance of the
bd to implement the requirements of this International Standard.

Work -eavironment

fety,

b food safety

activities in

onnel whose

nfrastructure

The (

rganization shall provide the resources for the establishment, management and maintenanc

e of the work

environment needed to implement the requirements of this International Standard.

7 Planning and realization of safe products

7.1

General

The organization shall plan and develop the processes needed for the realization of safe products.

The organization shall implement, operate and ensure the effectiveness of the planned activities and any
changes to those activities. This includes PRP(s) as well as operational PRP(s) and/or the HACCP plan.

©1S0
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7.2 Prerequisite programmes (PRPS)

7.2.1 The organization shall establish, implement and maintain PRP(s) to assist in controlling

a) the likelihood of introducing food safety hazards to the product through the work environment,

b) biological, chemical and physical contamination of the product(s), including cross contamination between
products, and

c) food safety hazard levels in the product and product processing environment.

7.2.2 TheP

a) be appro

b) be appro
and/or hg

c) be imple
programt

d) be appro
The organizg

7.2.3 When
information [
Alimentarius
standards].

NOTE Annex

The organizg

briate to the organizational needs with regard to food safety,

priate to the size and type of the operation and the nature of the products being manufag
ndled,

mented across the entire production system, either as programmes applicable in general
hes applicable to a particular product or operational line, and

ed by the food safety team.
tion shall identify statutory and regulatory requirements related, to the above.

selecting and/or establishing PRP(s), the organizatian._shall consider and utilize appro
b.g. statutory and regulatory requirements, customer requirements, recognized guidelines, C
Commission (Codex) principles and codes of<practices, national, international or s

C gives a list of relevant Codex publications.

tion shall consider the following whenestablishing these programmes:

a) construction and lay-out of buildings and associated utilities;

b) lay-out of
c) supplies

d) supportin

premises, including workspage and employee facilities;
Df air, water, energy andother utilities;

g services, including-waste and sewage disposal;

e) the suitability of equipment and its accessibility for cleaning, maintenance and preventative maintenar

f)  managen
(e.g. wat
and trang

br, air-steam and ice), disposals (e.g. waste and sewage) and handling of products (e.g. st
portation);

tured

or as

Driate
odex
ector

ce;

hent of purchased materials (e.g. raw materials, ingredients, chemicals and packaging), supplies

brage

g) measuresTor the prevention of Cross contamination,

h) cleaning

and sanitizing;

i) pestcontrol;

j) personnel hygiene;

k) other aspects as appropriate.

Verification of PRP(s) shall be planned (see 7.8) and PRP(s) shall be modified as necessary (see 7.7). Records
of verifications and modifications shall be maintained.

Documents should specify how activities included in the PRP(s) are managed.
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7.3.1
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Preliminary steps to enable hazard analysis

General

All relevant information needed to conduct the hazard analysis shall be collected, maintained, updated and
documented. Records shall be maintained.

7.3.2

Food safety team

A food safety team shall be appointed

The

od safety team shall have a combination of multi-disciplinary knowledge and experience

and |mplementing the food safety management system. This includes, but need not)be Ii
organization's products, processes, equipment and food safety hazards within the scope of th

mana

Reco
expe

7.3.3

7.3.3

All r3g
need

a) b
b)

c) o

O

gement system.

rds shall be maintained that demonstrate that the food safety team has, the required kn
ience (see 6.2.2).

Product characteristics

1 Raw materials, ingredients and product-contact materials

w materials, ingredients and product-contact materials shall be described in documents
bd to conduct the hazard analysis (see 7.4), including the following, as appropriate:

ological, chemical and physical characteristics;
bmposition of formulated ingredients, including additives and processing aids;

Figin;

d) method of production;

e) p
f) s

g) P

h) fd
1q

The ¢

The ¢

nckaging and delivery methods;
orage conditions and shelflife;
Feparation and/or harndling before use or processing;

od safety-relatéd)acceptance criteria or specifications of purchased materials and ingredient
their intendéd uses.

n developing
hited to, the
e food safety

bwledge and

fo the extent

5 appropriate

rganization shall identify statutory and regulatory food safety requirements related to the abgve.

eseriptions shall be kept up-to-date including, when required, in accordance with 7.7.

7.3.3.2 Characteristics of end products

The characteristics of end products shall be described in documents to the extent needed to conduct the hazard
analysis (see 7.4), including information on the following, as appropriate:

a) product name or similar identification;

b) composition;

c) biological, chemical and physical characteristics relevant for food safety;

d) intended shelf life and storage conditions;

e) packaging;

©1S0
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f)

labelling relating to food safety and/or instructions for handling, preparation and usage;

g) method(s) of distribution.

The organization shall identify statutory and regulatory food safety requirements related to the above.

The descripti

7.3.4

ons shall be kept up-to-date including, when required, in accordance with 7.7.

Intended use

The intended
expected mis
to the extent

Groups of u
consumer gr

The descript

7.3.5 Flow

7.3.5.1 Floy

Flow diagrams shall be prepared for the products or process categories covered by the food s

managemen

introduction ¢f food safety hazards.

Flow diagran
following:

a) the sequ
b)
c)
d)

where ra
where re

e) where en

In accordang

any outs@urced processes and subcontracted work;

use, the reasonably expected handling of the end product, and any unintended but reaso
handling and misuse of the end product shall be considered and shall be described indoecur
needed to conduct the hazard analysis (see 7.4).

sers and, where appropriate, groups of consumers shall be identified forceach product
bups known to be especially vulnerable to specific food safety hazards shall be ‘considered.

ons shall be kept up-to-date including, when required, in accordance with 7.7.

liagrams, process steps and control measures

V diagrams

system. Flow diagrams shall provide a basis,for evaluating the possible occurrence, incred

s shall be clear, accurate and sufficiently detailed. Flow diagrams shall, as appropriate, inclug

bnce and interaction of all steps'in the operation;

v materials, ingredients and intermediate products enter the flow;
vorking and reeycling take place;

d products,/intermediate products, by-products and waste are released or removed.

ewith 7.8, the food safety team shall verify the accuracy of the flow diagrams by on-site che

hably
nents

and

afety
se or

e the

king.

Verified flow

Higdrames shall he maintained-as records
HagraiiS-SHati-Be-aitaieaasS+ecoras:

7.3.5.2 Des

cription of process steps and control measures

The existing control measures, process parameters and/or the rigorousness with which they are applied, or
procedures that may influence food safety, shall be described to the extent needed to conduct the hazard
analysis (see 7.4).

External requirements (e.g. from regulatory authorities or customers) that may impact the choice and the

rigorousness

The descripti

12

of the control measures shall also be described.

ons shall be updated in accordance with 7.7.
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7.4 Hazard analysis

7.4.1 General

The food safety team shall conduct a hazard analysis to determine which hazards need to be controlled, the
degree of control required to ensure food safety, and which combination of control measures is required.

7.4.2 Hazard identification and determination of acceptable levels

7.4.2rt— At foodsafety hazards thatare reasomabty expectedtooccurmretation to thetypeof prpduct, type of
procgss and actual processing facilities shall be identified and recorded. The identification shall'b¢ based on

a) the preliminary information and data collected according to 7.3,
b) ekperience,
c) ekternal information including, to the extent possible, epidemiological and other historical datal, and

d) information from the food chain on food safety hazards that may be of felevance for the safdty of the end
pfoducts, intermediate products and the food at consumption.

The ptep(s) (from raw materials, processing and distribution) at_which each food safety hazard may be
introquced shall be indicated.

7.4.212 When identifying the hazards, consideration shall be given to
a) the steps preceding and following the specified operation,
b) the process equipment, utilities/services and surr@undings, and

c) the preceding and following links in the food ehain.

7.4.213 For each of the food safety hazards identified, the acceptable level of the food safety hazard in the end
prodyct shall be determined whenever-possible. The determined level shall take into account established
statufory and regulatory requirements, customer food safety requirements, the intended use by the customer
and qgther relevant data. The justification for, and the result of, the determination shall be recorded,

7.4.3| Hazard assessmeént

A hafard assessment shall be conducted to determine, for each food safety hazard identified (see 7.4.2),
whether its elimipation or reduction to acceptable levels is essential to the production of a sgfe food, and
whether its cantrol is needed to enable the defined acceptable levels to be met.

Each|food.safety hazard shall be evaluated according to the possible severity of adverse health effects and the
likelihood of their occurrence. The methodology used shall be described, and the results of th¢ food safety
hazard assessment shall be recorded.

7.4.4 Selection and assessment of control measures

Based on the hazard assessment of 7.4.3, an appropriate combination of control measures shall be selected
which is capable of preventing, eliminating or reducing these food safety hazards to defined acceptable levels.

In this selection, each of the control measures as described in 7.3.5.2 shall be reviewed with respect to its
effectiveness against the identified food safety hazards.

The control measures selected shall be categorized as to whether they need to be managed through
operational PRP(s) or by the HACCP plan.
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The selection and categorization shall be carried out using a logical approach that includes assessments with
regard to the following:

a)
b)
c)
d)
e)

f)

)

its effect on identified food safety hazards relative to the strictness applied;

its feasibility for monitoring (e.g. ability to be monitored in a timely manner to enable immediate corrections);
its place within the system relative to other control measures;

the likelihood of failure in the functioning of a control measure or significant processing variability;

the severity of the consequence(s) in the case of failure in its functioning;

whether the control measure is specifically established and applied to eliminate or significantly reduce the
level of htlJLd.lul(b),

synergistjc effects (i.e. interaction that occurs between two or more measures resulting in their.compined
effect being higher than the sum of their individual effects).

Control measures categorized as belonging to the HACCP plan shall be implemented in accerdance with 7.6.

Other contro| measures shall be implemented as operational PRPs according to 7.5.

The methodqlogy and parameters used for this categorization shall be described in documents, and the rgsults

of the assesgment shall be recorded.

7.5 Establishing the operational prerequisite programmes (PRRS)

The operatiohal PRPs shall be documented and shall include the following information for each programnpe:

a)
b)
c)
d)

e)

)

7.6 Establishing the HACCP plan

7.6.1 HACQP plan

food safety hazard(s) to be controlled by the programme (see 74.4);
control measure(s) (see 7.4.4);
monitorirlg procedures that demonstrate that the operational PRPs are implemented,;

correctiops and corrective actions to be taken if mienitoring shows that the operational PRPs are fot in
control (dee 7.10.1 and 7.10.2, respectively);

responsibilities and authorities;

record(s)| of monitoring.

The HACCP|plan shall.hé~documented and shall include the following information for each identified cfitical

control point (CCP):

a)
b)
c)
d)
e)
f)
9)

food safety hazard(s) to be controlled at the CCP (see 7.4.4);

control measure(s) (see 7.4.4)

critical limit(s) (see 7.6.3);

monitoring procedure(s) (see 7.6.4);

corrections and corrective action(s) to be taken if critical limits are exceeded (see 7.6.5);
responsibilities and authorities;

record(s) of monitoring.

7.6.2 lIdentification of critical control points (CCPs)

For each hazard that is to be controlled by the HACCP plan, CCP(s) shall be identified for the control measures
identified (see 7.4.4).

14
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Determination of critical limits for critical control points

Critical limits shall be determined for the monitoring established for each CCP.

Critical limits shall be established to ensure that the identified acceptable level of the food safety hazard in the
end product (see 7.4.2) is not exceeded.

Critical limits shall be measurable.

Ther

ationale for the chosen critical limits shall be documented.

Criti
supp

7.6.4

A mo
shall

L b la pu | lo. 4 alat L lo H | - 4o £ pu | + lo. Il H
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brted by instructions or specifications and/or education and training.

System for the monitoring of critical control points

nitoring system shall be established for each CCP to demonstrate that the GCP is in control
include all scheduled measurements or observations relative to the criticallimit(s).

The
a)
b)
c)

Q

e)
f) g

—

The
exces

7.6.5

onitoring system shall consist of relevant procedures, instructions andvecords that cover th
easurements or observations that provide results within an adequate time frame;
onitoring devices used;

pplicable calibration methods (see 8.3);

d) rlonitoring frequency;

sponsibility and authority related to monitoring and evaluation of monitoring results;

bcord requirements and methods.

monitoring methods and frequency shall be capable of determining when the critical limit
bded in time for the product to be isolated before it is used or consumed.

Actions when monitoring«esults exceed critical limits

Planned corrections and corre6tive actions to be taken when critical limits are exceeded shall be sf

HAC
contr

Docu
prodt

7.7

CP plan. The actions(shall ensure that the cause of nonconformity is identified, that the
blled at the CCP is(are) brought back under control, and that recurrence is prevented (see 7

mented procedures shall be established and maintained for the appropriate handling of pote
cts to ensutre-that they are not released until they have been evaluated (see 7.10.3).

tc.) shall be

The system

b following:

s have been

ecified in the
parameter(s)
10.2).

ntially unsafe

Updating of preliminary information and documents specifying the PRPs and the HACCP

plan

Following the establishment of operational PRP(s) (see 7.5) and/or the HACCP plan (see 7.6), the organization

shall

update the following information, if necessary:

a) product characteristics (see 7.3.3);
b) intended use (see 7.3.4);

c) flow diagrams (see 7.3.5.1);

d) process steps (see 7.3.5.2);

e) control measures (see 7.3.5.2).

If necessary, the HACCP plan (see 7.6.1) and the procedures and instructions specifying the PRP(s) (see 7.2)

shall

©1S0

be amended.
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7.8 Verific

ation planning

Verification planning shall define the purpose, methods, frequencies and responsibilities for the verification
activities. The verification activities shall confirm that

a) the PRP(s) are implemented (see 7.2),

b) input to the hazard analysis (see 7.3) is continually updated,

c) the operational PRP(s) (see 7.5) and the elements within the HACCP plan (see 7.6.1) are implemented and
effective,

d) hazard | VC:O arc VV;th;II IdUI ItII‘ICCII auucptablc :CVC:O (OUC 7.4.2) (J.IIC{I

e) other progedures required by the organization are implemented and effective.

The output of this planning shall be in a form suitable for the organization's method of operations.

Verification results shall be recorded and shall be communicated to the food safety team. Werification re¢sults

shall be provjded to enable the analysis of the results of the verification activities (see 8.4.3).

If system vgqrification is based on testing of end product samples, and where such test samples [show

nonconformity with the acceptable level of the food safety hazard (see 7.4.2)(the"affected lots of product shall

be handled gs potentially unsafe in accordance with 7.10.3.

7.9 Tracegbility system

The organizgtion shall establish and apply a traceability system ‘that enables the identification of produgt lots

and their relgtion to batches of raw materials, processing and-delivery records.

The traceability system shall be able to identify incoming material from the immediate suppliers and the [initial

distribution rgute of the end product.

Traceability records shall be maintained for a.defined period for system assessment to enable the handling of

potentially upsafe products and in the event of product withdrawal. Records shall be in accordancd with

statutory and regulatory requirements and)customer requirements and may, for example, be based on th¢ end

product lot identification.

7.10 Contfol of nonconfgrmity

7.10.1 Corrfections

The organizdtion(shall ensure that when critical limits for CCP(s) are exceeded (see 7.6.5), or there is a Igss of

control of oppfational PRP(s), the products affected are identified and controlled with regard to their us¢ and

release.

A documented procedure shall be established and maintained defining

a) the identification and assessment of affected end products to determine their proper handling (see 7.10.3),

and

b) a review of the corrections carried out.

Products manufactured under conditions where critical limits have been exceeded are potentially unsafe
products and shall be handled in accordance with 7.10.3. Products manufactured under conditions where
operational PRP(s) have not been conformed with 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. The evaluation shall be recorded.
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All corrections shall be approved by the responsible person(s), and shall be recorded together with information
on the nature of the nonconformity, its cause(s) and consequence(s), including information needed for
traceability purposes related to the nonconforming lots.

7.10.2 Corrective actions

Data derived from the monitoring of operational PRPs and CCPs shall be evaluated by designated person(s)
with sufficient knowledge (see 6.2) and authority (see 5.4) to initiate corrective actions.

Corrective actions shall be initiated when critical limits are exceeded (see 7.6.5) or when there is a lack of
confdrmity with operational PRP(s).

The prganization shall establish and maintain documented procedures that specify appropriale actions to
ident(fy and eliminate the cause of detected nonconformities, to prevent recurrence, and\to bring the process or
systelm back into control after nonconformity is encountered. These actions include

a) reviewing nonconformities (including customer complaints),

b)

=

@viewing trends in monitoring results that may indicate development towards loss of control,
c) dptermining the cause(s) of nonconformities,

d)

D

valuating the need for action to ensure that nonconformities do Hot recur,

o

e)
f)
g)r

etermining and implementing the actions needed,

—_

Icording the results of corrective actions taken, and

viewing corrective actions taken to ensure thatihey are effective.

Corrgctive actions shall be recorded.
7.10.B Handling of potentially unsafeproducts

7.10.B.1 General

The grganization shall handle nonconforming products by taking action(s) to prevent the nonconforming product
from entering the foodhchain unless it is possible to ensure that

—

a) the food safety-hazard(s) of concern has(ve) been reduced to the defined acceptable levels,

b) the foodtsafety hazard(s) of concern will be reduced to identified acceptable levels (see 7.4.2) prior to
htering into the food chain, or

()

tf At ol ot Ao o ol | e\ nf slog £ ot b Ala) ~f d ite th
C eprotGucrStmmeetsS e tentretacteptaneTevenS) ormetooa—Sarety nazara(S)orConcet espite tne

nonconformity.

All lots of product that may have been affected by a nonconforming situation shall be held under control of the
organization until they have been evaluated.

If products that have left the control of the organization are subsequently determined to be unsafe, the
organization shall notify relevant interested parties and initiate a withdrawal (see 7.10.4).

NOTE The term “withdrawal” includes recall.

The controls and related responses and authorization for dealing with potentially unsafe products shall be
documented.
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7.10.3.2 Evaluation for release

Each lot of product affected by the nonconformity shall only be released as safe when any of the following
conditions apply:

a)

b)

the performance intended (i.e. identified acceptable levels as identified in accordance with 7.4.2);

c)

product complies with the identified acceptable levels for the food safety hazard(s) concerned

evidence other than the monitoring system demonstrates that the control measures have been effective;

evidence shows that the combined effect of the control measures for that particular product complies with

the results of sampling, analysis and/or other verification activities demonstrate that the affected lot of

7.10.3.3 Dis

position of nonconforming products

Following evaluation, if the lot of product is not acceptable for release it shall be handled by.one of the follpwing

activities:

a) reproces
is eliming

b) destructi

7.10.4 With

To enable an
unsafe

a) top man

5ing or further processing within or outside the organization to ensure thatthe food safety h
ted or reduced to acceptable levels;

pbn and/or disposal as waste.

drawals

i facilitate the complete and timely withdrawal of lots.of end products which have been identifi

hgement shall appoint personnel having the authority to initiate a withdrawal and pers

responsible for executing the withdrawal, and

b) the orgar

notifi
cons

1)

2) hand

3) thes

Withdrawn p
other than or
manner to er

The cause, €

ization shall establish and maintain-a:documented procedure for

Cation to relevant interested parties (e.g. statutory and regulatory authorities, customers 3
imers),

ing of withdrawn produets-as well as affected lots of the products still in stock, and

pguence of actions to-be taken.

roducts shall*be secured or held under supervision until they are destroyed, used for pury
ginally intended, determined to be safe for the same (or other) intended use, or reprocesse
sure they.become safe.

xtent and result of a withdrawal shall be recorded and reported to top management as input

hzard

ed as

bnnel

nd/or

oses
0 in a

o the

managemen

TEVIEW (SEE 5.8.2).

The organization shall verify and record the effectiveness of the withdrawal programme through the use of
appropriate techniques (e.g. mock withdrawal or practice withdrawal).

8 Validation, verification and improvement of the food safety management system

8.1 General

The food safety team shall plan and implement the processes needed to validate control measures and/or
control measure combinations, and to verify and improve the food safety management system.

18
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8.2 Validation of control measure combinations
Prior to implementation of control measures to be included in operational PRP(s) and the HACCP plan and after
any change therein (see 8.5.2), the organization shall validate (see 3.15) that

a) the selected control measures are capable of achieving the intended control of the food safety hazard(s) for
which they are designated, and

b) the control measures are effective and capable of, in combination, ensuring control of the identified food
safety hazard(s) to obtain end products that meet the defined acceptable levels.

If the result of the validation shows that one or both of the above elements cannot be confirmed, the control
meagure and/or compimations thereof stattbe modifiedand Te-assessed (See 7-4-47:

Modifications may include changes in control measures (i.e. process parameters, rigorousnesq and/or their
comiination) and/or change(s) in the raw materials, manufacturing technologies, end product characteristics,
methpds of distribution and/or intended use of the end product.

8.3 |Control of monitoring and measuring

The @rganization shall provide evidence that the specified monitoring and<measuring methods and equipment
are afequate to ensure the performance of the monitoring and measuring’/procedures.

Whelle necessary to ensure valid results, the measuring equipmeft and methods used

a) shall be calibrated or verified at specified intervals, or.prior to use, against measurement standards
raceable to international or national measurement standards; where no such standards exjst, the basis
5ed for calibration or verification shall be recorded,

c =

n

b)
<)
d)

e) shall be protected from damage and-deterioration.

hall be adjusted or re-adjusted as necessary,

n

hall be identified to enable the calibration stattis to be determined,

n

hall be safeguarded from adjustments that would invalidate the measurement results, and

Records of the results of calibration.and verification shall be maintained.

In adfition, the organization shall assess the validity of the previous measurement results when thhe equipment
or process is found not_to_conform to requirements. If the measuring equipment is noncorforming, the
organization shall take action appropriate for the equipment and any product affected. Recgrds of such
assegsment and resulting actions shall be maintained.

When used in thexmonitoring and measurement of specified requirements, the ability of computgr software to
satisfy the inténded application shall be confirmed. This shall be undertaken prior to initial use|and shall be
reconfirmed as necessary.

8.4 Foudsafety mmarmagenTtent systenT verification

8.4.1 Internal audit

The organization shall conduct internal audits at planned intervals to determine whether the food safety
management system

a) conforms to the planned arrangements, to the food safety management system requirements established by
the organization, and to the requirements of this International Standard, and

b) is effectively implemented and updated.

An audit programme shall be planned, taking into consideration the importance of the processes and areas to
be audited, as well as any updating actions resulting from previous audits (see 8.5.2 and 5.8.2). The audit
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criteria, scope, frequency and methods shall be defined. Selection of auditors and the conduct of audits shall
ensure the objectivity and impartiality of the audit process. Auditors shall not audit their own work.

The responsibilities and requirements for planning and conducting audits, and for reporting results and
maintaining records, shall be defined in a documented procedure.

The management responsible for the area being audited shall ensure that actions are taken without undue
delay to eliminate detected nonconformities and their causes. Follow-up activities shall include the verification
of the actions taken and the reporting of the verification results.

8 4 2 Evaluafir\n of indinadual varificatinn raciiltc
A tHO-H-O e ratar e et e e SUtS

The food safety team shall systematically evaluate the individual results of planned verification (see(7.8).

If verification does not demonstrate conformity with the planned arrangements, the organization shall take
action to achjeve the required conformity. Such action shall include, but is not limited to, review of

a) existing grocedures and communication channels (see 5.6 and 7.7),

b) the conc|usions of the hazard analysis (see 7.4), the established operationahPRP(s) (see 7.5) and the
HACCP plan (see 7.6.1),

c) the PRP(s) (see 7.2), and

d) the effecfiveness of human resource management and of training activities (see 6.2).

8.4.3 Analysis of results of verification activities

The food safety team shall analyse the results of verification @ctivities, including the results of the internal qudits
(see 8.4.1) apd external audits. The analysis shall be carried out in order

a) to confirm that the overall performance of the system meets the planned arrangements and the food gafety
management system requirements established by the organization,

b) to identify the need for updating or improving the food safety management system,
c) to identify trends which indicate a higher incidence of potentially unsafe products,

d) to establish information for planningof the internal audit programme concerning the status and imporfance
of areas fo be audited, and

e) to provid¢ evidence that any/corrections and corrective actions that have been taken are effective.
The results of the analysis-and the resulting activities shall be recorded and shall be reported, in an appropriate

manner, to tgp management as input to the management review (see 5.8.2). It shall also be used as an ingut for
updating theffood safety management system (see 8.5.2).

8.5 Improvement

8.5.1 Continual improvement

Top management shall ensure that the organization continually improves the effectiveness of the food safety
management system through the use of communication (see 5.6), management review (see 5.8), internal audit
(see 8.4.1), evaluation of individual verification results (see 8.4.2), analysis of results of verification activities
(see 8.4.3), validation of control measure combinations (see 8.2), corrective actions (see 7.10.2) and food
safety management system updating (see 8.5.2).

NOTE 1SO 9001 addresses continual improvement of the effectiveness of quality management systems. I1SO 9004
provides guidance on continual improvement of the effectiveness and efficiency of quality management systems beyond
what is addressed in ISO 9001.
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8.5.2 Updating the food safety management system

Top management shall ensure that the food safety management system is continually updated.

In order to achieve this, the food safety team shall evaluate the food safety management system at planned
intervals. The team shall then consider whether it is necessary to review the hazard analysis (see 7.4), the

established operational PRP(s) (see 7.5) and the HACCP plan (see 7.6.1).

The evaluation and updating activities shall be based on

a) input from communication, external as well as internal, as stated in 5.6,

b) i . ; ; iobiling odac o —ana—effe i  food safety
anagement system,

c) optput from the analysis of results of verification activities (see 8.4.3), and
d) optput from management review (see 5.8.3).

Systam updating activities shall be recorded and reported, in an appropriate “manner, as |input to the
manggement review (see 5.8.2).
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Annex A

(informative)

Cross references between 1SO 22000:2005 and I1SO 9001:2000

Table A.1 — Cross references between clauses of ISO 22000:2005 and
clauses of 1ISO 9001:2000

SO 290002000

IlalaWaVaTak FEsTaYaVal

IE=A> Ay ey avivivryavivie)

LE"APARvAvAY iy v Av v

Introduction 0 Introduction
01 General
02 Process approach
03 Relationship with ISO 9004
04 Compatibility with other management systems
Scope 1 1 Scope
11 General
1.2 Application
Normative references 2 2 Normative reference
Terms and definitions 3 3 Terms and\definitions
Food safety fnanagement system 4 4 Quality ' management system
General requifements 41 4.1 General requirements
Documentation requirements 4.2 4.2 Documentation requirements
General 421 (421 General
Control of doquments 422 |&23 Control of documents
Control of recprds 423C,M.24 Control of records
Management|responsibility 5 5 Management responsibility
Management pommitment 511 51 Management commitment
Food safety pplicy 5.2 5.3 Quality policy
Food safety njanagement system planning 5.3 5.4.2 Quality management system planning
Responsibilityj and authority 5.4 5.5.1 Responsibility and authority
Food safety tdam leader 55 5.5.2 Management representative
Communicatign 5.6 5.5 Responsibility, authority and communication
External cominunication 56.1 |7.21 Determination of requirements related to the prgduct
7.2.3 Customer communication
Internal comnjunicCation 5.6.2 |553 Internal communication
737 Cantral of design and development changes
Emergency preparedness and response 5.7 5.2 Customer focus
8.5.3 Preventive action
Management review 5.8 5.6 Management review
General 5.8.1 |5.6.1 General
Review input 5.8.2 |5.6.2 Review input
Review output 5.8.3 |5.6.3 Review output
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Table A.1 — Cross references between clauses of ISO 22000:2005 and
clauses of 1SO 9001:2000 (continued)

I1ISO 22000:2005

1ISO 9001:2000

Resource management 6 6 Resource management
Provision of resources 6.1 6.1 Provision of resources
Human resources 6.2 6.2 Human resources
General 6.2.1 |6.21 General
Competence, awareness and training 6.2.2 |6.2.2 Competence, awareness and training
Infrastructure 6.3 6.3 Infrastructure
Work|environment 6.4 6.4 Work environment
Planping and realization of safe products 7 7 Product realization
Gengral 7.1 7.1 Planning of product realization
Prergquisite programmes (PRPS) 7.2 6.3 Infrastructure
721 |64 Work environment
722 |751 Control of production and service provigion
723 |853 Preventive action
755 Preservation’of product
Preliminary steps to enable hazard analysis 7.3 7.3 Desigh and development
Gengral 7.3.1
Food|safety team 7.3.2
Produict characteristics 733 |7.4.2 Purchasing requirements
Intenfled use 734 |71271 Determination of requirements related {o the product
Flow |diagrams, process steps and control 7.35.471.21 Determination of requirements related {o the product
meagures
Hazard analysis 74 7.3.1 Design and development planning
Gendral 7.4.1
Hazard identification and determination of 7.4.2
acceptable levels
Hazafd assessment 7.4.3
Selegtion and assessment of contrel measures |7.4.4
Establishing the operational’prefequisite 7.5 7.3.2 Design and development inputs
programmes (PRPSs)
Estahlishing the HACCP plan 7.6 7.3.3 Design and development outputs
HACCP plan 76.1 |751 Control of production and service provision
Ident|fication of\critical control points (CCPs) 7.6.2
Deteiminatien of critical limits for critical control |7.6.3
pointg
System for the monitoring of critical control points[7.6.4  [8.2.3 Monitoring and measurement of processes
Actions when monitoring results exceed critical [7.6.5 |8.3 Control of nonconforming product
limits
Updating of preliminary information and 7.7 4.2.3 Control of documents
documents specifying the PRPs and the HACCP
plan
Verification planning 7.8 7.35 Design and development verification
Traceability system 7.9 7.5.3 Identification and traceability
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Table A.1 — Cross references between clauses of ISO 22000:2005 and
clauses of 1ISO 9001:2000 (continued)

I1ISO 22000:2005

1ISO 9001:2000

Control of nonconformity 7.10 8.3 Control of nonconforming product
Corrections 7.10.1 |8.3 Control of nonconforming product
Corrective actions 7.10.2 |8.5.2 Corrective action
Handling of potentially unsafe products 7.10.3 |8.3 Control of nonconforming product
Withdrawals 7.10.4 |8.3 Control of nonconforming product
Validation, verification and improvement of 8 8 Measurement, analysis and improvement
the food safgty management system
General 8.1 8.1 General
Validation of dontrol measure combinations 8.2 8.4 Analysis of data

7.3.6 Design and development validation

7.5.2 Validation of processes for production and service

provision

Control of mopitoring and measuring 8.3 7.6 Control of monitoring and-measuring devices
Food safety mjanagement system verification 8.4 8.2 Monitoring and measurement
Internal audit 8.4.1 |8.2.2 Internal audit
Evaluation of |ndividual verification results 8.4.2 |7.34 Design and development review

8.2.3 Monitoring.and measurement of processes
Analysis of regults of verification activities 843 |8.4 Analysis-of data
Improvement 8.5 8.5 Improvement
Continual impfovement 851 |85.1 Continual improvement
Updating the food safety management system 852 |7.34 Design and development review

Table A.2 — Cross references between clauses of ISO 9001:2000 and
clauses. @ISO 22000:2005

ISO 9001:2000

1ISO 22000:2005

Introduction

Introduction

General 0.1
Process apprach 0.2
Relationship with ISO 9004 0.3
Compatibility with other management systems 0.4
Scope 1 1 Scope
General 11
Application 1.2
Normative reference 2 2 Normative references
Terms and definitions 3 3 Terms and definitions
Quality management system 4 4 Food safety management system
General requirements 41 41 General requirements
Documentation requirements 4.2 4.2 Documentation requirements
General 421 (421 General
Quality manual 422
Control of documents 423 (422 Control of documents
7.7 Updating of preliminary information and documents
specifying the PRPs and the HACCP plan
Control of records 424 (423 Control of records
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Table A.2 — Cross references between clauses of ISO 9001:2000 and
clauses of 1ISO 22000:2005 (continued)

I1ISO 9001:2000

ISO 22000:2005

Management responsibility 5 5 Management responsibility
Management commitment 5.1 51 Management commitment
Customer focus 5.2 5.7 Emergency preparedness and response
Quality policy 5.3 5.2 Food safety policy
Planning 5.4
Quality objectives 54.1
Quality management planning 542 |5.3 Food safety management system planrling
8.5.2 Updating the food safety managément pystem
Resppnsibility, authority and communication 55 5.6 Communication
Resppnsibility and authority 551 |54 Responsibility and autharity-
Mangdgement representative 552 |55 Food safety team leader
Interpal communication 553 |5.6.2 Internal communication
Manggement review 5.6 5.8 Management review
Gengral 5.6.1 |581 General
Revigw input 5.6.2 |5.8.2 Revieiv'input
Revigw output 56.3 |583 Review output
Resdurce management 6 6 Resource management
Provision of resources 6.1 6.1 Provision of resources
Human resources 6.2 6.2 Human resources
Gengral 6.2.1..46.2.1 General
Competence, awareness and training 6.22 |6.2.2 Competence, awareness and training
Infragtructure 6.3 6.3 Infrastructure
7.2 Prerequisite programmes (PRPs)
Work]environment 6.4 6.4 Work environment
7.2 Prerequisite programmes (PRPs)
Prodpct realization 7 7 Planning and realization of safe proqucts
Planning of product realization 7.1 7.1 General
Custgmer-related processes 7.2
DeteTmination of requirements related to the 721 |7.34 Intended use
prodyct
7.35 Flow diagrams, process steps and confrol measures
5.6.1 External communication
Revigw-of requirements related to the product 7.2.2
Customer commumnication 7.2.3 |[5.6.1 EXterma commumnication
Design and development 7.3 7.3 Preliminary steps to enable hazard analysis
Design and development planning 731 |74 Hazard analysis
Design and development inputs 732 |75 Establishing the operational prerequisite
programmes (PRPs)
Design and development outputs 733 |7.6 Establishing the HACCP plan
Design and development review 734 |8.4.2 Evaluation of individual verification results
8.5.2 Updating the food safety management system
Design and development verification 735 |7.8 Verification planning
Design and development validation 7.3.6 |8.2 Validation of control measure combinations
Control of design and development changes 737 |5.6.2 Internal communication
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