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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 rlght to be represented on that commlttee International orgamzatlons governmental and

‘ v International

rotechmcal Comm|SS|on (IEC) on aII matters of electrotechmcal standardization.
Interpational Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Hart 2.

The jmain task of technical committees is to prepare International Standards. Draft Internationgl Standards
adogted by the technical committees are circulated to the member bodies for|voting. 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 subjgect of patent
right$. 1ISO shall not be held responsible for identifying any or all such pafent rights.

ISO P2000 was prepared by Technical Committee ISO/TC 34, Food\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.

Organizatiorfs within the food chain range from feed producers and primary producers through|food
manufactureys, transport and storage operators and subcontractors to retail and food service outletS\(toggether
with inter-relpted organizations such as producers of equipment, packaging material, cleaning agents, add|tives
and ingrediepts). Service providers are also included.

This Interna:lkonal Standard specifies the requirements for a food safety management systenyrthat combines the
following genmerally recognized key elements to ensure food safety along the food chains, up to the point of| final
consumptiorf:

— interactiye communication;
— system management;
— prerequisite programmes;

— HACCP principles.

Communication along the food chain is essential to ensure that\all relevant food safety hazards are identified
and adequdtely controlled at each step within the foodychain. This implies communication betyveen
organizationp both upstream and downstream in the food_chain. Communication with customers and suppliers
about identifled hazards and control measures will assistjin clarifying customer and supplier requirements|(e.qg.
with regard tp the feasibility and need for these requirements and their impact on the end product).

Recognition [of the organization's role and position within the food chain is essential to ensure effgctive
interactive communication throughout the chain in order to deliver safe food products to the final consumdr. An
example of the communication channels-among interested parties of the food chain is shown in Figure 1.

The most effective food safety systems are established, operated and updated within the framework]of a
structured nlanagement systemand’ incorporated into the overall management activities of the organization.
This providels maximum benefit\for the organization and interested parties. This International Standard has
been alignedl with ISO 9001in" order to enhance the compatibility of the two standards. Cross-refergnces
between thid InternationakStandard and ISO 9001 are provided in Annex A.

This Interngtional Standard can be applied independently of other management system standard$. Its
implementatjon cam~be aligned or integrated with existing related management system requirements, while

organizationg may utilize existing management system(s) to establish a food safety management systenj that
Comp|ies with-the mnlllirpmnn'rc of this International Standard

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

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

Figure 1 — Example of communication within the food chain

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

To fgcilitate_the/application of this International Standard, it has been developed as an auditaljle standard.
Howegver, individual organizations are free to choose the necessary methods and approacheg to fulfil the
requlrements of this International Standard. To assist individual organizations with the implementation of this
Interhational Standard, guidance on its use is provided in ISO/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 Scope

This
orga
that 1

It is gpplicable to all organizations, regardless of size, which are involved in any-aspect of the fo(

want
this |

This

t
s

a)

b)
<)

d)

e)
f)
g)

=

All rg
in the
one
prod
servi
servi

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

nization in the food chain needs to demonstrate its ability to control food safety hazards.in org
ood is safe at the time of human consumption.

to implement systems that consistently provide safe products. The means-of meeting any req
hternational Standard can be accomplished through the use of internal@nd/or external resou

International Standard specifies requirements to enable an organization

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

b demonstrate compliance with applicable statutory and fegulatory food safety requirements,

ustomer requirements that relate to food safety, in‘order to enhance customer satisfaction,

p effectively communicate food safety issues ta their suppliers, customers and relevant interes
ne food chain,

b ensure that the organization conforms;to its stated food safety policy,
b demonstrate such conformity to relevant interested parties, and

D seek certification or registration of its food safety management system by an external org
nake a self-assessment or-self-declaration of conformity to this International Standard.

quirements of this International Standard are generic and are intended to be applicable to all g
e food chain regardless of size and complexity. This includes organizations directly or indirect
br more steps of the food chain. Organizations that are directly involved include, but are not lin
icers, harvesters, farmers, producers of ingredients, food manufacturers, retailers, food servi
ces, organizations providing cleaning and sanitation services, transportation, storage ang
ces. Otherorganizations that are indirectly involved include, but are not limited to, suppliers o

This

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

er to ensure

d chain and
uirements of
ces.

at providing

D evaluate and assess customer requirements and‘\demonstrate conformity with those mutually agreed

ed parties in

anization, or

rganizations
y involved in
hited to, feed
Ces, catering

distribution
f equipment,

International Standard alows-an oraanization -such - as 9 cemall and/ar less daveloned oraanid
HteHateha—otahaaaatHowWsah-orgabiizatdoh—SuechiasSa-SiaiaharoessSaeveopea-orgaht

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
(including any amendments) applies.

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

NOTE 1 Add

NOTE 2 Foo
aspects relate

food will not cause harm to the consumer when it is prepared and/or eaten accofding

pted from Reference [11].

d to, for example, malnutrition.

o its

0 safety is related to the occurrence of food safety hazards (3.3) and does not jnclude other human health

3.2

food chain

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

NOTE 1 Thig includes the production of feed for food-producing animals and‘for animals intended for food productior].
NOTE 2 The|food chain also includes the production of materials intended to come into contact with food or raw matgrials.
3.3

food safety jhazard

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

NOTE 1 Adajpted from Reference [11].

NOTE 2 The|term “hazard” is not to be confused with the term “risk” which, in the context of food safety, means a fufction

of the probabi
absence from
probability of

NOTE 3 Foo

NOTE 4 In th
on feed and fe
thus have thg
handling feed

ity of an adverse health effect’(e.g. becoming diseased) and the severity of that effect (death, hospitaliz
ork, etc.) when exposed-to a specified hazard. Risk is defined in ISO/IEC Guide 51 as the combination

ccurrence of harm ahd-the severity of that harm.

[ safety hazardS.nclude allergens.

e context‘of feed and feed ingredients, relevant food safety hazards are those that may be present in g

Ation,
pf the

nd/or

ed ingrédients and that may subsequently be transferred to food through animal consumption of feed ang
poténtial to cause an adverse human health effect. In the context of operations other than those di
and

hazards that éan

3.4
food safety

policy

| may
ectly

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
prerequisite programme
(food safety) basic conditions and activities that are necessary to maintain a hygienic environmerjt throughout
the fpod chain (3.2) suitable for the production, handling and provision of safe end (preducts (3.5) and safe
food [for human consumption

NOTE The PRPs needed depend on the segment of the food chain in which the organization operates apd the type of
orgarjization (see Annex C). Examples of equivalent terms are: Good Agricultural”Practice (GAP), Good@l Veterinarian
Practjce (GVP), Good Manufacturing Practice (GMP), Good Hygienic Practice (GHP), Good Production Practice (GPP),
Good Distribution Practice (GDP) and Good Trading Practice (GTP).

3.9
operfational PRP

operfational prerequisite programme
PRP](3.8) identified by the hazard analysis as essential ifiCorder to control the likelihood of intrgducing food
safety hazards (3.3) to and/or the contamination or profiferation of food safety hazards in the prqduct(s) or in
the grocessing environment

3.10
CCP
criti¢al control point
(food safety) step at which control can be’applied and is essential to prevent or eliminate a food safety hazard
(3.3)|or reduce it to an acceptable level

NOTE Adapted from Reference [11}-
3.11

critigal limit
criteffion which sepatates acceptability from unacceptability

NOTKE 1 Adapted from Reference [11].

NOTE 2 Ciitical limits are established to determine whether a CCP (3.10) remains in control. If a critical limjit is exceeded
or vidlatedythe 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


https://standardsiso.com/api/?name=ea67b0e89a2932c2e1fdb472454b2bce

ISO 22000:

2005(E)

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 Corfective action includes cause analysis and is taken to prevent recurrence.

3.15

validation

(food safety) obtaining evidence that the control measures (3.7) managed by the HACCR\plan and by 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 definition
given in 1ISO 9000.

3.16

verification

confirmation

through the provision of objective evidence, that specifiedxequirements have been fulfilled

[ISO 9000:2000, definition 3.8.4]

3.17

updating

immediate apd/or planned activity to ensure applicatiori.of the most recent information

4 Food slafety management system

4.1 Generfal requirements

The organizption shall establish;-¢ocument, implement and maintain an effective food safety management
system and {ipdate it when neCessary in accordance with the requirements of this International Standard.

The organizgtion shall define the scope of the food safety management system. The scope shall specify the
products or|product <Categories, processes and production sites that are addressed by the food safety
management system:

The organiz11tion shall

a) 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,

b) 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

d) 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.

4 © 1SO 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

Documentation requirements

4.2.1 General

The food safety management system documentation shall include

a) d
b) o

c) d
o

4.2.2

Docl
docu

The
effed

A do
a) t
b) t
c) t
d) t
e) t
f) t
) t
if
4.2.3

Recq
the €
and

ident

oCumented Staterents of a food safety poticy and retated-objectives {see 5-2);

ocumented procedures and records required by this International Standard, and

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.

controls shall ensure that all proposed changes are reviewed prior to implementation to de
ts on food safety and their impact on the food safety management system.

cumented procedure shall be established to define thezcontrols needed

D approve documents for adequacy prior to issue,

b review and update documents as necessary, and re-approve documents,

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

D ensure that relevant versions of applicable documents are available at points of use,

b ensure that documents remain legible and readily identifiable,

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

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

Control of récords

rds shalldg ‘established and maintained to provide evidence of conformity to requirements ang
ffectivesoperation of the food safety management system. Records shall remain legible, readi
retrievable. A documented procedure shall be established to define the controls nee
ifiCation, storage, protection, retrieval, retention time and disposition of records.

ocuments needed by the organization to ensure the effective development, implementation and updating

ecial type of

ermine their

ed, and

ified as such

evidence of
y identifiable
ded 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,
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c) establishing 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 paolicy

a) is appro

b) conforms
requiremn

c) iscomm

d) is review

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

with both statutory and regulatory requirements and with mutually agreed- food s
ents of customers,

inicated, implemented and maintained at all levels of the organization,

ed for continued suitability (see 5.8),

e) adequatgly addresses communication (see 5.6), and

f) is suppo

5.3 Food

Top manage|

a) planning
the objeq

b) the integ

ted by measurable objectives.

safety management system planning

ment shall ensure that

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 s

manageiment system are planned and implemented.

5.4 Respd

Top manage
organization

All personne
person(s). D

5.5 Food

nsibility and authority

ment shall ensure that-responsibilities and authorities are defined and communicated withi
to ensure the effective operation and maintenance of the food safety management system.

shall have responsibility to report problems with the food safety management system to iden
psignated personnel shall have defined responsibility and authority to initiate and record actio

safetyteam leader

afety

bl as

afety

h the

tified
ns.

Top manage

Tent stattappointa food safety teanT teader who, frrespective of other tesponsititities, statt

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.
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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 products
relev
Food safety requirements from statutory and regulatory authorities and ctistomers shall be availab
Designated personnel shall have defined responsibility and authority to communicate externally an

concgerning food safety. Information obtained through external~communication shall be includeg
systgm updating (see 8.5.2) and management review (see 5.8.2).

5.6.2 Internal communication

The
perspnnel on issues having an impact on food. safety.

In orgler to maintain the effectiveness ofithe food safety management system, the organization sha
the fpod safety team is informed in a timely manner of changes, including but not limited to the foll

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-

Hanatng ciodimg amendments, and customer feedback inciuding customer complaimnts,
dtatutory and regulatory authorities, and

dther organizations that have an impact on, or will be affected by, the effectiveness or updatin
afety management system.

\n

organization shall establish, implement, ahd maintain effective arrangements for commu

groducts or new products;

raw materials, ingredients and services;

groduction systems-and equipment;

droduction premises, location of equipment, surrounding environment;
dleaning and'sanitation programmes;

gdackaging, storage and distribution systems;

g of the food

that may be

ant to other organizations in the food chain. This applies especially to knoin food safety hazaids that need
to bg controlled by other organizations in the food chain. Records of communic¢ations shall be mai

ntained.
le.

 information
as input to

nicating with

| ensure that
bwing:

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

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 Gene

Top manage
its continuin
improvemen
Records of 1

5.8.2 Revidg

The input to
a)
b)
c)
d)

follow-up
analysis
changing
emerger
e)
f)

g) external

review o

NOTE The tg¢rm “withdrawal” includes recall.

The data sh
objectives of

5.8.3 Reviqg

The output f

a) assurang

reviewing results of system-updating activities (see 8.5.2),

ral

ment shall review the organization's food safety management system at planned intervals toer
j suitability, adequacy and effectiveness. This review shall include assessing opportunitie

and the need for change to the food safety management system, including the food sdfety p
hanagement reviews shall be maintained (see 4.2.3).

w input

Imanagement review shall include, but is not limited to, information on
actions from previous management reviews,

of results of verification activities (see 8.4.3),

circumstances that can affect food safety (see 5.6.2),

cy situations, accidents (see 5.7) and withdrawals\(see 7.10.4),

communication activities, including customer feed-back (see 5.6.1), and

pudits or inspections.

all be presented in a manner that enables top management to relate the information to s
the food safety management system.

w output

om the nlanagement review shall include decisions and actions related to

e of.food safety (see 4.1),

sure
s for
plicy.

tated

£l

b) improver

c)

d) revisions

resource

rentoftheeffectivenessof thefoodsafety manmagement systemr(see8-5);
needs (see 6.1), and

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 t

he food safety management system.
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6.2.1
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Human resources

General

00:2005(E)

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

resp

6.2.2

The

NSIDIITY and autnority of external experts shall be avallable.

Competence, awareness and training

brganization shall

a) iflentify the necessary competencies for personnel whose activities have-an.impact on food safety,

b) ¢

c) d

=

d) 4

e)

@)

f)

(o))

Q)

g) n

6.3

The
need

6.4

rovide training or take other action to ensure personnel have the necessary competencies,

nsure that personnel responsible for monitoring, correctionssand corrective actions of the
hanagement system are trained,

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

nsure that the personnel are aware of the relevance and importance of their individual
ontributing to food safety,

nsure that the requirement for effective e@mmunication (see 5.6) is understood by all pers
ctivities have an impact on food safety,~and

naintain appropriate records of training and actions described in b) and c).

Infrastructure

organization shall- provide the resources for the establishment and maintenance of the i
ed to implementthe requirements of this International Standard.

Work<environment

food safety

activities in

bnnel whose

hfrastructure

The

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

b of the work

envir

onment needed to implement the requirements of this International Standard.

7 Planning and realization of safe products

7.1

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

General

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.
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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 TheHR

a)

b)

c)

d)

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

7.2.3 Whern
information [e.g. statutory and regulatory requirements, customer requirements, recognized guidelines, G
Alimentarius
standards].

NOTE Anne

The organization shall consider the following when(establishing these programmes:

a)
b)
c)
d)
e)

f)

9)
h)
i)
)
K)

be apprd
be apprd

and/or handled,

be implg
program

be apprd

construc
lay-out 0

supplies

supporting services, includingwaste and sewage disposal;

the suital

RP(s)Statt

priate to the organizational needs with regard to food safety,

priate to the size and type of the operation and the nature of the products beingsmanufac
mented across the entire production system, either as programmes appli¢able in general
mes applicable to a particular product or operational line, and

\ved by the food safety team.

selecting and/or establishing PRP(s), the organization\yshall consider and utilize approq

Commission (Codex) principles and codes of¥practices, national, international or s

C gives a list of relevant Codex publications.

lion and lay-out of buildings and associated utilities;
f premises, including workspace and employee facilities;

of air, water, energy and,other utilities;

bility of equipment and its accessibility for cleaning, maintenance and preventative maintenan

manage

(e.g. water, air,_Steam and ice), disposals (e.g. waste and sewage) and handling of products (e.g. std
and trangportation);

ent of purchased materials (e.g. raw materials, ingredients, chemicals and packaging), sup

ured

pr as

riate
odex
pctor

plies
rage

measures for the preventionm of Tross Contarmmatior;

cleaning

and sanitizing;

pest control;

personnel hygiene;

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.

10
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7.3.1

ISO 220

Preliminary steps to enable hazard analysis

General

00:2005(E)

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

docu

mented. Records shall be maintained.

7.3.2 Food safety team

A fo

d :nfnf\]/ team-shallbe nppninfnd

The
and
orga

management system.

Recq
expe]

7.3.3

7.3.3

All raw materials, ingredients and product-contact materials shall be described in documents t

need
a) 4
b) o
c) d
d) n
e) §
f)
9) ¢
h)

n

— —h

The

The

food safety team shall have a combination of multi-disciplinary knowledge and experience i
implementing the food safety management system. This includes, but need not |be lin
hization's products, processes, equipment and food safety hazards within the scope of the

Fience (see 6.2.2).

Product characteristics

.1 Raw materials, ingredients and product-contact materials

ed to conduct the hazard analysis (see 7.4), including the following, as appropriate:
iological, chemical and physical characteristics;

omposition of formulated ingredients, including additives and processing aids;
rigin;

nethod of production;

ackaging and delivery methods;

torage conditions and shelf'life;

reparation and/or handling before use or processing;

pod safety-relatédyacceptance criteria or specifications of purchased materials and ingredients
b their intended-uses.

brganization shall identify statutory and regulatory food safety requirements related to the abg

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

N developing
nited to, the
food safety

rds shall be maintained that demonstrate that the food safety team has the required kngwledge and

0 the extent

appropriate

ve.

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;

© 1SO 2005 — All rights reserved
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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 descript

7.3.4

The intende
expected mi
to the extent

Groups of (
consumer gf

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

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

Intended use

| use, the reasonably expected handling of the end product, and any unintended but reaso

needed to conduct the hazard analysis (see 7.4).

sers and, where appropriate, groups of consumers shall be identified for~each product,
pups known to be especially vulnerable to specific food safety hazards shall‘be“considered.

hably

handling and misuse of the end product shall be considered and shall be described in docunjents

and

7.3.5 Flow|diagrams, process steps and control measures
7.3.5.1 Floy diagrams
Flow diagrams shall be prepared for the products or process categories covered by the food safety

managemen
introduction

Flow diagran
following:

a) the sequ
b)
c)
d)

any outs
where ra
where re

e)

In accordang

where end products) intermediate products, by-products and waste are released or removed.

t system. Flow diagrams shall provide a basis\for evaluating the possible occurrence, increa
bf food safety hazards.

ns shall be clear, accurate and sufficiently detailed. Flow diagrams shall, as appropriate, includ
ence and interaction of all steps in the operation;
burced processes and,subcontracted work;

W materials, ingredients and intermediate products enter the flow;

working and recycling take place;

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

Verified flow

e or

e the

king.

diagrams shall be maintained as records

7.3.5.2 Description 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 of the control measures shall also be described.

The descriptions 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. 7T AlTTood safety hazards that are reasonably expected 10 occur in relation 1o the type of prqduct, type of
process and actual processing facilities shall be identified and recorded. The identification shallkbg based on

a) the preliminary information and data collected according to 7.3,
b) ¢xperience,
¢) dxternal information including, to the extent possible, epidemiological and other historical dataj and

d) ipformation from the food chain on food safety hazards that may be of relevance for the safety of the end
groducts, intermediate products and the food at consumption.

The |step(s) (from raw materials, processing and distribution) at"which each food safety hagard may be
introgluced shall be indicated.

7.4.2.2 When identifying the hazards, consideration shall begiven to
a) the steps preceding and following the specified operation,
b) the process equipment, utilities/services and sufroundings, and

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

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

7.4.3 Hazard assessmeént

A hazard assessment shall be conducted to determine, for each food safety hazard identified| (see 7.4.2),
Wheﬂ::er its elimipation or reduction to acceptable levels is essential to the production of a safe food, and
whether its coftrol 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 thg 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 Hazard(s);

synergistic effects (i.e. interaction that occurs between two or more measures resulting in their-coambined
effect bejng higher than the sum of their individual effects).

Control meapures categorized as belonging to the HACCP plan shall be implemented in acesrdance with 7.6.

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

The methodglogy 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 (PRPS)

The operatignal PRPs shall be documented and shall include the following information for each programme:

a)
b)
c)
d)

e)

)

7.6 Establishing the HACCP plan

7.6.1 HACCP plan

food safgty hazard(s) to be controlled by the programme (see 7#4.4);

control r:[easure(s) (see 7.4.4);
monitorifg procedures that demonstrate that the operatiohal PRPs are implemented;

corrections and corrective actions to be taken ifsthonitoring shows that the operational PRPs are rfot in
control ($ee 7.10.1 and 7.10.2, respectively);

responsipilities and authorities;

record(s) of monitoring.

The HACCRP| plan shall be*documented and shall include the following information for each identified ciitical

control point|(CCP):

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

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

control npjeasure(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.

00:2005(E)

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.

The rationale for the chosen critical limits shall be documented.

Criti
supp

7.6.4

A md
shall
The
a) n
b) n
c)
d) n
e r
) r

Q)

The
exce

7.6.5

Plan
HAC

contfolled at the CCP is.(afe) brought back under control, and that recurrence is prevented (see 7

Docy
prod

7.7
plan

afimits based o Subjective data (SUciT as visual MSPection of product, Process, mandiing,
orted 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 CCP"is in control
include all scheduled measurements or observations relative to the critical.limit(s).

monitoring system shall consist of relevant procedures, instructions and.records that cover the
neasurements or observations that provide results within an adeguate time frame;

nonitoring devices used;

pplicable calibration methods (see 8.3);

nonitoring frequency;

bsponsibility 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
eded in time for the product to be isolated before it is used or consumed.

Actions when monitoring.results exceed critical limits

ned corrections and corrective actions to be taken when critical limits are exceeded shall be sp
CP plan. The actions(shall ensure that the cause of nonconformity is identified, that the

icts to ensure'that they are not released until they have been evaluated (see 7.10.3).

Updating of preliminary information and documents specifying the PRPs and t

ptc.) shall be

The system

p following:

5 have been

ecified in the
barameter(s)
10.2).

mented procedures shall be established and maintained for the appropriate handling of potentially unsafe

he HACCP

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) fl

ow 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

be amended.

© 1SO 2005 — All rights reserved
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7.8 Verification 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)
c)

effective,

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

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

d) hazard Iq

e) other prg
The output d

Verification 1
shall be proy

If system verification is based on testing of end product samples, and where “such test samples

nonconformi
be handled 3

7.9 Traceability system

The organiz
and their rel

The traceab
distribution r

vetsare withimiderntifiedacceptabtetfevets(see 7-4-2),amnd

cedures required by the organization are implemented and effective.
f this planning shall be in a form suitable for the organization's method of operations:

esults shall be recorded and shall be communicated to the food safety team.Werification re
ided to enable the analysis of the results of the verification activities (see8:4.3).

ly with the acceptable level of the food safety hazard (see 7.4.2), the’ affected lots of product
is potentially unsafe in accordance with 7.10.3.

tion shall establish and apply a traceability systemthat enables the identification of produc
tion to batches of raw materials, processing and:delivery records.

lity system shall be able to identify incoming material from the immediate suppliers and the
bute of the end product.

Traceability
potentially

statutory an
product lot ig

7.10 Cont

7.10.1 Cor

e
Li‘xsafe products and in the event of product withdrawal. Records shall be in accordance

cords shall be maintained for a. defined period for system assessment to enable the handli

regulatory requirements and customer requirements and may, for example, be based on thg
entification.

rol of nonconfarmity

ections

The organi

zation shall ensure that when critical limits for CCP(s) are exceeded (see 7.6.5), or there is a Ig
control of oqlerational PRP(s), the products affected are identified and controlled with regard to their usq

sults

show
shall

t lots

nitial

hg of
with
end

ss of
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) areview

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.

rmity with operational PRP(s).

The Jorganization shall establish and maintain documented procedures that specify appropriate actions to
identify and eliminate the cause of detected nonconformities, to prevent recurrence, and to bring the process or
systdm back into control after nonconformity is encountered. These actions include

a) reviewing nonconformities (including customer complaints),

b) reviewing trends in monitoring results that may indicate development towards loss of control,
c) determining the cause(s) of nonconformities,

d) dvaluating the need for action to ensure that nonconformities do"rot recur,

e) determining and implementing the actions needed,

f) rpcording the results of corrective actions taken, and

g) rpviewing corrective actions taken to ensure thatthey are effective.

Corrgctive actions shall be recorded.

7.10{3 Handling of potentially unsafe-products

7.10{3.1 General

The prganization shall handle nonconforming products by taking action(s) to prevent the nonconforfning product
from|entering the food Chain 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 food-safety hazard(s) of concern will be reduced to identified acceptable levels (see 7|4.2) prior to
gnteringinto the food chain, or

c) despite the

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 camnlies with the identified accentable levels for the food safets hazard(s) concerned
1 g >/ 7

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 Di

Following ev|
activities:

a) reproces

Eposition of nonconforming products

Aluation, if the lot of product is not acceptable for release it shall be handled by éhe’of the follg

sing or further processing within or outside the organization to ensure that'the food safety ha

is elimingted or reduced to acceptable levels;

b) destructi

7.10.4 With

To enable an
unsafe

a) top man
responsi
b) the orga

notifi
cons

1)

2) hand

3) thed

Withdrawn p
other than o
manner to e

The cause, {

bn and/or disposal as waste.

drawals

d facilitate the complete and timely withdrawal of lots ‘of end products which have been identifig

agement shall appoint personnel having the authority to initiate a withdrawal and pers¢
ble for executing the withdrawal, and

hization shall establish and maintain‘a.documented procedure for

cation to relevant interested parties (e.g. statutory and regulatory authorities, customers al
umers),

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

equence of actions\to-be taken.

roducts shalkbe secured or held under supervision until they are destroyed, used for purp
iginally intended, determined to be safe for the same (or other) intended use, or reprocesse
nsure theybecome safe.

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

wing

\izard

ed as

nnel

hd/or

oses
ina

D the

managemer

- va Q. O\
ICVICW (5€T O.06.2).

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 Gener

al

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 combinations thereof shall be modified and re-assessed (see 7.4.4).

Modifications may include changes in control measures (i.e. process parameters, rigorousness| and/or their
combination) and/or change(s) in the raw materials, manufacturing technologies, end product chparacteristics,
methods of distribution and/or intended use of the end product.

8.3 |Control of monitoring and measuring

The prganization shall provide evidence that the specified monitoring and measuring methods and equipment
are ddequate to ensure the performance of the monitoring and measuring procedures.

Whele necessary to ensure valid results, the measuring equipment and methods used

a) ghall be calibrated or verified at specified intervals, or prior to use, against measurement standards
aceable to international or national measurement standards; where no such standards exist, the basis
Used for calibration or verification shall be recorded,

—

b) ghall be adjusted or re-adjusted as necessary,
c) ghall be identified to enable the calibration status to be determined,
d) ghall be safeguarded from adjustments that'would invalidate the measurement results, and

e) ghall be protected from damage and-deterioration.
Recqrds of the results of calibration‘and verification shall be maintained.

In addition, the organization shall assess the validity of the previous measurement results when the equipment
or pfocess is found not_to jconform to requirements. If the measuring equipment is nonconforming, the
orgapization shall take.action appropriate for the equipment and any product affected. Recqrds of such
assepsment and resulting actions shall be maintained.

Wheh used in the.monitoring and measurement of specified requirements, the ability of computef software to
satisfy the intended application shall be confirmed. This shall be undertaken prior to initial use pnd shall be
reconfirmedsas necessary.

+ oviotara vrarifia ot s
T

8 4 Faod cafabvrmanan ans o
. OO0 —SalrCty frarmagerren

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 Evalyattormof-mdividuat-verifrecattonrestits
The food safety team shall systematically evaluate the individual results of planned verification (seg :8).

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

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

b) the condlusions of the hazard analysis (see 7.4), the established operational PRP(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 safpty team shall analyse the results of verification@ctivities, including the results of the internal qudits
(see 8.4.1) gnd external audits. The analysis shall be carried out in order

a) to confirg that the overall performance of the system meets the planned arrangements and the food safety
manageinent 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 establ|sh information for planning’of the internal audit programme concerning the status and importance
of areas [to be audited, and

e) to provide evidence that any)corrections and corrective actions that have been taken are effective.
The results ¢f 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 inppt for
updating the|food safety management system (see 8.5.2).

8.5 Improvermenmnt

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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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
n

c) d
d) d

Syst

put—fromothrer—mformatiomconcernmythe—suitabitity, adequacy and—effectivernessofth
hanagement system,

utput from the analysis of results of verification activities (see 8.4.3), and

utput from management review (see 5.8.3).

bm updating activities shall be recorded and reported, in an appropriate /manner, as

manggement review (see 5.8.2).
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food safety

nput to the

21


https://standardsiso.com/api/?name=ea67b0e89a2932c2e1fdb472454b2bce

ISO 22000:

2005(E)

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

150U £2ZUUU. ZUUO

15U JUUL. ZUUU

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 rdferences 2 2 Normative reference
Terms and dgfinitions 3 3 Terms and, definitions
Food safety management system 4 4 Qualitysmanagement system
General requrements 41 41 General requirements
Documentatign requirements 4.2 4.2 Documentation requirements
General 421 (421 General
Control of do¢uments 422 (423 Control of documents
Control of regords 423-44.24 Control of records
Managemen{ responsibility 5 5 Management responsibility
Management|commitment 51 51 Management commitment
Food safety policy 5.2 5.3 Quality policy
Food safety nhanagement system planning 5.3 5.4.2 Quality management system planning
Responsibility and authority 5.4 5.5.1 Responsibility and authority
Food safety t¢am leader 55 5.5.2 Management representative
Communicatipn 5.6 5.5 Responsibility, authority and communication
External communication 56.1 |7.21 Determination of requirements related to the prgduct
7.2.3 Customer communication
Internal communi€ation 5.6.2 |553 Internal communication
7.3.7 Control 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
Worl environment 6.4 6.4 Work environment
Planphing and realization of safe products 7 7 Product realization
Gengral 7.1 7.1 Planning of product realization
Prerg¢quisite 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 Designand development
Gengral 7.3.1
Foo( safety team 7.3.2
Prodpct characteristics 733 |7.4.2 Purchasing requirements
Intended use 734 |721 Determination of requirements related tp the product
Flow|diagrams, process steps and control 735 . Yr.21 Determination of requirements related tp the product
meagures
Hazgrd analysis 4 7.3.1 Design and development planning
Gengral 7.4.1
Hazgrd identification and determination of 7.4.2
acceptable levels
Hazgrd assessment 7.4.3
Selegtion and assessment of contral measures |7.4.4
Establishing the operational prefequisite 7.5 7.3.2 Design and development inputs
progfammes (PRPs)
Establishing the HACEP) plan 7.6 7.3.3 Design and development outputs
HACLCP plan 76.1 |751 Control of production and service provigion
Identlification oferitical control points (CCPs) 7.6.2
Detefmination of critical limits for critical control |7.6.3
points
SystemnTfor e TMomtorng of Criticat Comror poims | 7.0.4 [8.2.3 MOMTItoTiNg and TMeasurement 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

© 1SO 2005 — All rights reserved

23



https://standardsiso.com/api/?name=ea67b0e89a2932c2e1fdb472454b2bce

ISO 22000:

2005(E)

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 saf¢ty management system
General 8.1 8.1 General
Validation of ¢ontrol 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 servi

provision

Control of mgnitoring and measuring 8.3 7.6 Control of monitoring and.measuring devices
Food safety nhanagement system verification 8.4 8.2 Monitoring and measurement
Internal audit 8.4.1 |8.2.2 Internal audit
Evaluation of|individual verification results 8.4.2 |7.34 Design and development review

8.2.3 Monitoring.and measurement of processes
Analysis of rgsults of verification activities 843 |8.4 Analysis of data
Improvement 8.5 8.5 Improvement
Continual imgrovement 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«6f1SO 22000:2005

ISO 9001:2000

1ISO 22000:2005

Introduction

Introduction

General 0.1
Process apprpach 0.2
Relationship yith ISO 9004 0.3
Compatibility with other management systems 0.4
Scope 1 1 Scope
General 11
Application 1.2
Normative rdgférence 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 5.4.1
Qualjty management planning 542 |5.3 Food safety management system plannjng
8.5.2 Updating the food safety management gystem
Responsibility, authority and communication 55 5.6 Communication
Responsibility and authority 551 |54 Responsibility and autherity
Management representative 552 |55 Food safety team leader
Interpal communication 553 |5.6.2 Internal communication
Management review 5.6 5.8 Management review
Gengral 5.6.1 |581 General
Revigw input 5.6.2 |5.8.2 Reviewninput
Revigw output 5.6.3 |5.8.3 Review output
Resqurce management 6 6 Résource management
Prov|sion of resources 6.1 6.1 Provision of resources
Humpan resources 6.2 612 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)
Worl environment 6.4 6.4 Work environment
7.2 Prerequisite programmes (PRPs)
Product realization 7 7 Planning and realization of safe products
Planping of product realizatiof 7.1 7.1 General
Custpmer-related processes 7.2
Detefmination of requirements related to the 721 |7.34 Intended use
prodpict
7.35 Flow diagrams, process steps and contfol measures
5.6.1 External communication
Revigw-of\requirements related to the product 7.2.2
Custbmercommunication +2-3—15-6-% Externatcommunication
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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