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Foreword

0:2018(E)

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

0.1

General

The adoption of a food safety management system (FSMS) is a strategic decision for an organization that
can help to improve its overall performance in food safety. The potential benefits to an organization of
implementing a FSMS based on this document are:

a)

applicable statutory and regulatory requirements;

the ability to consistently provide safe foods and products and services that meet customer and

b)
‘)

addresging risks associated with its objectives;

the abillity to demonstrate conformity to specified FSMS requirements.

This docunpent employs the process approach (see 0.3), which incorporates the Plan:Do-Checl

(PDCA) cyc
This proces|

The PDCA
managed, a

Risk-based
and its FSM
adverse effq

In this docu
“shall”

“should
“may” i
— “can”in
“NOTES” pr|
0.2 FSM

Food safetyj
consumer).
throughout
parties in t
following gé

e (see 0.3.2) and risk-based thinking (see 0.3.3).
s approach enables an organization to plan its processes and their interactions.

'ycle enables an organization to ensure that its processes arecadequately resourced
d that opportunities for improvement are determined and acted on.

thinking enables an organization to determine the factors’that could cause its procs
S to deviate from the planned results, and to put in place controls to prevent or mini
cts.

ment, the following verbal forms are used:

ndicates a requirement;

" indicates a recommendation;

hdicates a permission;

dicates a possibility or a capability.

pvide guidance in understanding or clarifying the requirements in this document.
S principles

is related to thé-presence of food safety hazards at the time of consumption (intake b}
Food safety hazards can occur at any stage of the food chain. Therefore, adequate co

he food‘chain. This document specifies the requirements for a FSMS that combinej
bnerally.recognized key elements:

k-Act

and

sses
mize

 the
ntrol

the food chain is essential. Food safety is ensured through the combined efforts of all the

the

interac

[ivé) communication;

system

hazard

In

management;

prerequisite programmes;

analysis and critical control point (HACCP) principles.

standards. The management principles are:

custom

er focus;

— leadership;

Vi

engagement of people;
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— process approach;

— improvement;

— evidence-based decision making;

— relationship management.

0.3

Process approach

0.3.1 General

gffectiveness to enhance production of safe products and services while meeting

eNnre At

nization’s effectiveness and efficiency in achieving its intended results. The proce
ves the systematic definition and management of processes, and their(interactior

ieve the intended results in accordance with the food safety policy andsstrategic dire

0:2018(E)

| improving

applicable
utes to the
s approach
S, so as to
ction of the

organization. Management of the processes and the system as a whole can be‘achieved usifgg the PDCA

cycld
prev

The
effe(

0.3.]
The

Plan

Do:
Ched

Act:

In tH
cycle
Clau]
the f
esse

e, with an overall focus on risk-based thinking aimed at taking advantage of opport
enting undesirable results.

recognition of the organization’s role and position within/he’food chain is essentic
tive interactive communication throughout the food chain’

P Plan-Do-Check-Act cycle

PDCA cycle can be described briefly as follows:

establish the objectives of the system and its processes, provide the resources ne
deliver the results, and identify and-dddress risks and opportunities;

implement what was planned;

k:  monitor and (where relevdant) measure processes and the resulting products and

unities and

I to ensure

bded to

services,

analyse and evaluate information and data from monitoring, measuring and veriflication

activities, and reportthe results;

take actions to improve performance, as necessary.

is document, and-\as illustrated in Figure 1, the process approach uses the concept ¢f the PDCA

 at two levels¢The first covers the overall frame of the FSMS (Clause 4 to Clause 7 and

Clause 9 to

e 10). The other level (operational planning and control) covers the operational procsg
ood safety\system as described in Clause 8. Communication between the two levels
htial.

sses within
is therefore
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Organizational planning and control

PLAN (FSMS) DO (FSMS) CHECK (FSMS) ACT (FSMS)
4. Con.textt_ of the 8. Operation 9. Performance 10. Improvement
organization luati
5. Leadership —> e —

6. Planning

7. Support (including

control of externally

provided processes,

prodpets-er-servieesy \

Operational planning and control

P ¥ QV
| PRPs | -
= Hazard Validation Hazard Verification
| Traceability system | analysis b of control jmy  control plan planning
measures (HACCP/OPRP plan)
| Emlergency preparedness & response | @)
PLAN (food safety) &\%
\\
) Implementation of the
Updating of preliminary | Verification activities I PLAN (food safety)
information and “ —
dofuments specifying the <: 0. <j Controdl of monitoring
i 3 and measuring
PRPs and the hazard Anzlil.y51s. of resgl‘gs.of
verification activities
control plan - Control of product and
’\@ process nonconformities
ACT (food safety) CHECK Q{Q}»d safety) DO (food safety)

Figure 1 — Illustrationofithe Plan-Do-Check-Act cycle at the two levels

0.3.3 Risr](-based thinking
0.3.3.1 General

Risk-based fthinking is.essential for achieving an effective FSMS. In this document, risk-based thinking
is addresseql on twodeyels, organizational (see 0.3.3.2) and operational (see 0.3.3.3), which is consitent
with the process approach described in 0.3.2.

0.3.3.2 Orgpnizational risk management

Risk is the effect of uncertainty, and any such uncertainty can have positive or negative effects. In the
context of organizational risk management, a positive deviation arising from a risk can provide an
opportunity, but not all positive effects of risk result in opportunities.

To conform to the requirements of this document, an organization plans and implements actions
to address organizational risks (Clause 6). Addressing risks establishes a basis for increasing the
effectiveness of the FSMS, achieving improved results and preventing negative effects.

0.3.3.3 Hazard analysis — Operational processes

The concept of risk-based thinking based on the HACCP principles at the operational level is implicit in
this document.

viii © ISO 2018 - All rights reserved
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The subsequent steps in HACCP can be considered as the necessary measures to prevent hazards or
reduce hazards to acceptable levels to ensure food is safe at the time of consumption (Clause 8).

Decisions taken in the application of HACCP should be based on science, free from bias and documented.

The
0.4

documentation should include any key assumptions in the decision-making process.

Relationship with other management system standards

This document has been developed within the ISO high level structure (HLS). The objective of the
HLS is to improve alignment between ISO management system standards. This document enables an
organization to use the process approach, coupled with the PDCA cycle and risk-based thinking, to align

or intesrate—its-ESMS anpraach U\nf]'\ thao raoiiramante of othar s agamant cuctamc ~nd
tegF

roMo—appreach A-Erefegiirementsolotrer-managementsystems—anea supporting

stan

This

requirements for organizations throughout the food chain. Other guidance reélatéd to

dards.

document is the core principle and framework for FSMSs and sets out the sp

pcific FSMS
food safety,

spedifications and/or requirements specific to food sectors can be used togethet-with this framework.

In addition, ISO has developed a family of associated documents. These include documents for:

ISO
relat

prerequisite programmes (ISO/TS 22002 series) for specific sectors.of the food chain;
Fequirements for auditing and certification bodies;
fraceability.

plso provides guidance documents for organizatidns on how to implement this do
ed standards. Information is available on the ISQ,Website.

fument and

© ISO 2018 - All rights reserved
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Food safety management systems — Requirements for any
organization in the food chain

1 Scope

This document specifies requirements for a food safety management system (FSMS) to enable an

organization thatis directly or indirectly involved 1n the rood chain:

a)

b)
c)

d)
e)
f)
g)

All 1

Fo plan, implement, operate, maintain and update a FSMS providing products and Servi

safe, in accordance with their intended use;

o demonstrate compliance with applicable statutory and regulatory foodsafety requir

fo evaluate and assess mutually agreed customer food safety requirements and to d

ronformity with them;

Fo effectively communicate food safety issues to interested parties within the food chai

fo ensure that the organization conforms to its stated food.safety policy;

fo demonstrate conformity to relevant interested parties;

ces that are

ements;

emonstrate

fo seek certification or registration of its FSMS<by an external organization, or miake a self-

hssessment or self-declaration of conformity to this document.

equirements of this document are genericand are intended to be applicable to all o

in the food chain, regardless of size and_ cemplexity. Organizations that are directly o

invo
plan
prov
and

othe

This
sma
devd

Intel

2

ved include, but are not limited to, feed producers, animal food producers, harves

s and animals, farmers, producers.6fingredients, food manufacturers, retailers, and o

iding food services, catering sérvices, cleaning and sanitation services, transportat
distribution services, suppliers of equipment, cleaning and disinfectants, packaging m
r food contact materials.

document allows any, organization, including small and/or less developed organiza

| farm, a small paeker-distributor, a small retail or food service outlet) to implement]

loped elements in-their FSMS.

nal and/or €xternal resources can be used to meet the requirements of this document.

Normative references

Ther

e-are no normative references in this document.

ganizations
I indirectly
ers of wild
ganizations
on, storage
hterials and

fions (e.g. a
externally-

3 Terms and definitions

For the purposes of this document, the following terms and definitions apply.

ISO and IEC maintain terminological databases for use in standardization at the following addresses:

[SO Online browsing platform: available at https://www.iso.org/obp

[EC Electropedia: available at http://www.electropedia.org/

© ISO 2018 - All rights reserved
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31

acceptable level

level of a food safety hazard (3.22) not to be exceeded in the end product (3.15) provided by the
organization (3.31)

3.2
action criterion
measurable or observable specification for the monitoring (3.27) of an OPRP (3.30)

Note 1 to entry: An action criterion is established to determine whether an OPRP remains in control, and
distinguishes between what is acceptable (criterion met or achieved means the OPRP is operating as intended)

d Ll L pa| o ODDD dad)
and unaccepabteferttertonretiretroraehtevedmesnsthe OPRPispotoperatinsasintended)

3.3

audit
systematic,|independent and documented process (3.36) for obtaining audit evidence and\evaluating it
objectively fo determine the extent to which the audit criteria are fulfilled

Note 1 to enffry: An audit can be an internal audit (first party) or an external audit (second party or third pgrty),
and it can be|a combined audit (combining two or more disciplines).

Note 2 to en]ry: An internal audit is conducted by the organization itself, or by an external party on its behallf.

Note 3 to enfry: “Audit evidence” and “audit criteria” are defined in ISO 19014

Note 4 to entry: Relevant disciplines are, for example, food safety~management, quality management or
environmental management.

3.4
competende
ability to agply knowledge and skills to achieve intendedresults

3.5
conformity
fulfilment of a requirement (3.38)

3.6
contamination
introductiop or occurrence of a contaminant including a food safety hazard (3.22) in a product (3.3}) or
processing environment

3.7
continual improvement
recurring agtivity to emthance performance (3.33)

3.8
control mepsure
action or aqtivity that is essential to prevent a significant food safety hazard (3.22) or reduce it o an
acceptable level (3.1)

Note 1 to entry: See also significant food safety hazard (3.40).
Note 2 to entry: Control measure(s) is (are) identified by hazard analysis.

3.9
correction
action to eliminate a detected nonconformity (3.28)

Note 1 to entry: A correction includes the handling of potentially unsafe products and can therefore be made in
conjunction with a corrective action (3.10).

Note 2 to entry: 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).

2 © ISO 2018 - All rights reserved
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corrective action
action to eliminate the cause of a nonconformity (3.28) and to prevent recurrence

Note

Note

3.11
critical control point

Note
limit]

[SOU
beer

3.13

dociimented information

infot
whig

Note

Note

3.14
effe
exte

3.15
end
prod

1 to entry: There can be more than one cause for a nonconformity.

2 to entry: Corrective action includes cause analysis.

surable value which separates acceptability from unacceptability

1 to entry: Critical limits are established to determine whether a CCP (3<11)/remains in contrd
is exceeded or not met, the products affected are to be handled as potehtially unsafe products.

RCE: CAC/RCP 1-1969, modified — The definition has beén modified and Note 1 t
added.]

mation required to be controlled and maintained”by an organization (3.31) and the
h it is contained

1 to entry: Documented information can be in‘any format and media, and from any source.
2 to entry: Documented information canrefer to:

the management system (3.25), including related processes (3.36);

nformation created in order fofithe organization to operate (documentation);

bvidence of results achieved (records).

ctiveness
ht to which planned activities are realized and planned results achieved

product
uct (3:87) that will undergo no further processing or transformation by the organizatid

0:2018(E)

or reduce a
(3.12) and

1. If a critical

b entry has

medium on

n (3.31)

Note

1°t6 entry: A product that undergoes further processing or transformation by another organ

ization 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.

3.16

feed
single or multiple product(s), whether processed, semi-processed or raw, which is (are) intended to be

fed t

o food-producing animals

Note 1 to entry: Distinctions are made in this document between the terms food (3.18), feed (3.16) and animal

food

(3.19):

— food is intended for consumption by humans and animals, and includes feed and animal food;

— feed is intended to be fed to food-producing animals;

© ISO 2018 - All rights reserved
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animal food is intended to be fed to non-food-producing animals, such as pets.

[SOURCE: CAC/GL 81-2013, modified — The word “materials” has been changed to “products” and

“directly” h
3.17

as been deleted.]

flow diagram

schematic a

3.18
food
substance (

nd systematic presentation of the sequence and interactions of steps in the process

inogredient) whether nrocessed. semi-nracessed orraw which is intended for consum
=] o T 7 P y

tion,

and includg
preparation
used only a

Note 1 to en
food (3.19):

food is i

feedisi

[SOURCE: C

3.19

animal foo
single or mi
fed to non-f]

Note 1 to en
food (3.19):

food is i

feedisi

animal flood is intended to be fed to non-food-producing animals, such as-péts.

s drink, chewing gum and any substance which has been used in the manufag
or treatment of “food” but does not include cosmetics or tobacco or substances (ingredi
5 drugs

[ry: Distinctions are made in this document between the terms food (3.18), feed-(3116) and a

htended for consumption by humans and animals, and includes feed and animal food;

itended to be fed to food-producing animals;

AC/GL 81-2013, modified — The word “human” has been deleted.]

d
h1tiple product(s), whether processed, semi-pracessed or raw, which is (are) intended {
bod-producing animals

[ry: Distinctions are made in this document’between the terms food (3.18), feed (3.16) and a

htended for consumption by humans and animals, and includes feed and animal food;

itended to be fed to food-producing animals;

animal

[SOURCE:
has been a

3.20

food chain
sequence o
and its ingr

od is intended to be fed to_hon-food-producing animals, such as pets.

C/GL 81-2013, modified — The word “materials” has been changed to “products”,
ded and “directly”)has been deleted.]

the stages in the production, processing, distribution, storage and handling of a food (}
dients, from primary production to consumption

fure,
ents)

himal

o be

himal

”

non

.18)

Note 2 to entry: The food chain also includes the production of materials intended to come into contact with food
or raw materials.

Note 3 to entry: The food chain also includes service providers.

3.21

food safety
assurance that food will not cause an adverse health effect for the consumer when it is prepared and/or
consumed in accordance with its intended use

Note 1 to entry: Food safety is related to the occurrence of food safety hazards (3.22) in end products (3.15) and
does not include other health aspects related to, for example, malnutrition.

© ISO 2018 - All rights reserved
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Note 2 to entry: It is not to be confused with the availability of, and access to, food (“food security”).
Note 3 to entry: This includes feed and animal food.

[SOURCE: CAC/RCP 1-1969, modified — The word “harm” has been changed to “adverse health effect”
and notes to entry have been added.]

3.22
food safety hazard
biological, chemical or physical agent in food (3.18) with the potential to cause an adverse health effect

Note 1 to entry: The term “hazard” is not to be confused with the term “risk” (3.39) which, in the context of food
safetly, means a function of the probability of an adverse health effect (e.g. becoming diseased) andthe severity of
that effect (e.g. death, hospitalization) when exposed to a specified hazard.

Note|2 to entry: Food safety hazards include allergens and radiological substances.

Note|3 to entry: In the context of feed and feed ingredients, relevant food safety hazards are thosg that can be
present in and/or on feed and feed ingredients and that can through animal consumption of feed b¢ transferred
to fopd and can thus have the potential to cause an adverse health effect for the animal or the humanfconsumer. In
the cpntext of operations other than those directly handling feed and food (e.gzproducers of packagihg materials,
disinffectants), relevant food safety hazards are those hazards that can be directly or indirectly tijansferred to
foodwhen used as intended (see 8.5.1.4).

Note|4 to entry: In the context of animal food, relevant food safety-hazards are those that are hazgrdous to the
animal species for which the food is intended.

[SOURCE: CAC/RCP 1-1969, modified — The phrase “or" condition of” has been deleted from the
defipition and notes to entry have been added.]

3.2

interested party (preferred term)
staKeholder (admitted term)
perspn or organization (3.31) that can affect, be affected by, or perceive itself to be affected Hy a decision
or agtivity

3.2
lot
defimed quantity of a produgt (3:37) produced and/or processed and/or packaged essentially under the
same conditions

Note|1 to entry: The lgt.is"determined by parameters established beforehand by the organizatior] and may be
desctibed by other térms, e.g. batch.

Note|2 to entry: The lot may be reduced to a single unit of product.

[SOURCE:-CODEX STAN 1, modified — Reference to “and/or processed and/or packaged” has been
inclydedhin the definition and notes to entry have been added.]

3.2
management system

set of interrelated or interacting elements of an organization (3.31) to establish policies (3.34) and
objectives (3.29) and processes (3.36) to achieve those objectives

Note 1 to entry: A management system can address a single discipline or several disciplines.

Note 2 to entry: The system elements include the organization's structure, roles and responsibilities, planning
and operation.

Note 3 to entry: The scope of a management system may include the whole of the organization, specific and

identified functions of the organization, specific and identified sections of the organization, or one or more
functions across a group of organizations.
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Note 4 to entry: Relevant disciplines are, for example, a quality management system or an environmental
management system.

3.26

measurement
process (3.36) to determine a value

3.27

monitoring
determining the status of a system, a process (3.36) or an activity

Note 1 to entry:To determine the status there may he a need to check, supervise or critically ohserve

Note 2 to en
measuremer]

Note 3 to en
and verificat

validati
results;

monitor
verificaf

3.28

[ry: In the context of food safety, monitoring is conducting a planned sequence of obseryatio
ts to assess whether a process is operating as intended.

ry: Distinctions are made in this document between the terms validation (3.44), monitoring (|
on (3.45):

n is applied prior to an activity and provides information about the capability to deliver inte]

ing is applied during an activity and provides information for action within a specified time frg

ion is applied after an activity and provides information for confiymation of conformity.

nonconfority

non-fulfilm

3.29
objective
result to be

ent of a requirement (3.38)

achieved

Note 1 to enflry: An objective can be strategic, tactical, or operational.

Note 2 to d
environment
process (3.36

ntry: Objectives can relate to different disciplines (such as financial, health and safety,
al goals) and can apply at different levels (such as strategic, organization-wide, project, produc

)

Note 3 to entry: An objective can be expressed in other ways, e.g. as an intended outcome, a purpos

operational
target).

Note 4 to en
policy, to ach

3.30
operationa

riterion, as a FSMS ebjective, or by the use of other words with similar meaning (e.g. aim, go

[ry: In the confext of FSMS, objectives are set by the organization, consistent with the food s
ieve specificresults.

| prerequisite programme

OPRP

ns or

2.27)

nded

me;

and
L and

e, an
hl, or

hfety

control measure (3.8) or combination of control measures applied to prevent or reduce a significant food
safety hazard (3.40) to an acceptable level (3.1), and where action criterion (3.2) and measurement (3.26)
or observation enable effective control of the process (3.36) and/or product (3.37)

3.31

organization
person or group of people that has its own functions with responsibilities, authorities and relationships
to achieve its objectives (3.29)

Note 1 to entry: The concept of organization includes, but is not limited to sole-trader, company, corporation, firm,
enterprise, authority, partnership, charity or institution, or part or combination thereof, whether incorporated
or not, public or private.
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3.32

outsource, verb
make an arrangement where an external organization (3.31) performs part of an organization’s function
or process (3.36)

0:2018(E)

Note 1 to entry: An external organization is outside the scope of the management system (3.25), although the
outsourced function or process is within the scope.

3.33
performance
measurable result

Note

Note
(incl

3.34
poli

inteptions and direction of an organization (3.31) as formally expressed by)its top managem

3.35

prerequisite programme

PRP
basi
food

Note

and tlhe type of organization. Examples of equivalent terms-are: good agricultural practice (GAP), god

prac
(GPP

3.36
prog
set

3.37

1 to entry: Performance can relate either to quantitative or qualitative findings.

2 to entry: Performance can relate to the management of activities, processes (3.86); prd
ding services), systems or organizations (3.31).

Ly

chain (3.20) to maintain food safety

1 to entry: The PRPs needed depend on the segment-gFthe food chain in which the organizat
ice (GVP), good manufacturing practice (GMP);~good hygiene practice (GHP), good produc
, good distribution practice (GDP) and good trading practice (GTP).

ess
f interrelated or interacting activities which transforms inputs to outputs

out
Note

3.38

reqyirement

neeq

Note
inter

pro[jiuct

ut that is a result of a precess (3.36)

1 to entry: A produetican be a service.

or expectation that is stated, generally implied or obligatory

1 16 ‘éntry: “Generally implied” means that it is custom or common practice for the orga
ested parties that the need or expectation under consideration is implied.

ducts (3.37)

ent (3.41)

c conditions and activities that are necessary within the€ organization (3.31) and thrpughout the

ion operates
d veterinary
fion practice

hization and

Note 2 to entry: A specified requirement is one that is stated, for example in documented information.

3.39

risk

effect of uncertainty

Note

1 to entry: An effect is a deviation from the expected - positive or negative.

Note 2 to entry: Uncertainty is the state, even partial, of deficiency of information related to, understanding or
knowledge of, an event, its consequence, or likelihood.

Note 3 to entry: Risk is often characterized by reference to potential “events” (as defined in ISO Guide 73:2009,

3.5.1

.3) and “consequences” (as defined in ISO Guide 73:2009, 3.6.1.3), or a combination of these.
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Note 4 to entry: Risk is often expressed in terms of a combination of the consequences of an event (including
changes in circumstances) and the associated “likelihood” (as defined in ISO Guide 73:2009, 3.6.1.1) of occurrence.

Note 5 to entry: Food safety risk is a function of the probability of an adverse health effect and the severity of that
effect, consequential to (a) hazard(s) in food (3.18), as specified in the Codex Procedural Manuall11],

3.40

significant food safety hazard

food safety hazard (3.22), identified through the hazard assessment, which needs to be controlled by
control measures (3.8)

3.41
top managgment
person or group of people who directs and controls an organization (3.31) at the highest level

Note 1 to eptry: Top management has the power to delegate authority and provide resourees: within the
organization|.

Note 2 to erftry: If the scope of the management system (3.25) covers only part of an é6rgdnization, then top
management refers to those who direct and control that part of the organization.

3.42
traceability
ability to follow the history, application, movement and location of an.object through specified stage(s)
of productir])ln, processing and distribution

Note 1 to e
food (3.18).

ry: Movement can relate to the origin of the materialsyprocessing history or distribution df the

Note 2 to enflry: An object can be a product (3.37), a material, auinit, equipment, a service, etc.

[SOURCE: CAC/GL 60-2006, modified — Notes to entry:have been added.]

3.43
update
immediate and/or planned activity to ensure-application of the most recent information

Note 1 to entlry: Update is different fromtheterms “maintain” and “retain”:

— “maintajn” is to keep something.oh-going/to keep in good condition;

— ‘“retain”|is to keep somethingthat is retrievable.

3.44

validation
<food safety> obtaining evidence that a control measure (3.8) (or combination of control measures)] will
be capable ¢f effectively controlling the significant food safety hazard (3.40)

Note 1 to enftfyy) Validation is performed at the time a control measure combination is designed, or whelllever
changes are made to the implemented control measures.

Note 2 to entry: Distinctions are made in this document between the terms validation (3.44), monitoring (3.27)
and verification (3.45):

— validation is applied prior to an activity and provides information about the capability to deliver intended
results;

— monitoring is applied during an activity and provides information for action within a specified time frame;

— verification is applied after an activity and provides information for confirmation of conformity.
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3.45
verification
confirmation, through the provision of objective evidence, that specified requirements (3.38) have been

fulfi

lled

Note 1 to entry: Distinctions are made in this document between the terms validation (3.44), monitoring (3.27)
and verification (3.45):

4

4.1
The

The
inte
NOT
NOT
but

cybe
orga

4.2

To e

appl
shal

a)
b)

The
theit

4.3

validation is applied prior to an activity and provides information about the capability to deliver intended

results;

monitoring is applied during an activity and provides information for action within a specified

time frame;

erification is applied after an activity and provides information for confirmation of conformit}

Context of the organization

Understanding the organization and its context

nal issues.
£ 1 Issues can include positive and negative factors or conditions for consideration.
£ 2 Understanding the context can be facilitated by considering external and internal issu

Isecurity and food fraud, food defence and intefitional contamination, knowledge and perfor
hization, whether international, national, regional or local.

Understanding the needs and-éxpectations of interested parties

sure that the organization has the ability to consistently provide products and servicg
cable statutory, regulatory.and customer requirements with regard to food safety, the g
determine:

Lhe interested parties-that are relevant to the FSMS;
Lhe relevant requirements of the interested parties of the FSMS.

organization-shall identify, review and update information related to the interested
requirements.

Determining the scope of the food safety management system

=<

prganization shall determine external and internal issues that are télevant to its purp¢se and that
affegt its ability to achieve the intended result(s) of its FSMS.

organization shall identify, review and update information related to these external and

s, including,

hot limited to, legal, technological, competitivejmarket, cultural, social and economic epvironments,

mance of the

s that meet
rganization

parties and

The organization shall determine the boundaries and applicability of the FSMS to establish its scope.
The scope shall specify the products and services, processes and production site(s) that are included
in the FSMS. The scope shall include the activities, processes, products or services that can have an
influence on the food safety of its end products.

When determining this scope, the organization shall consider:

a) the external and internal issues referred to in 4.1;

b) therequirements referred to in 4.2.

The scope shall be available and maintained as documented information.
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4.4 Food safety management system

The organization shall establish, implement, maintain, update and continually improve a FSMS,
including the processes needed and their interactions, in accordance with the requirements of this
document.

5 Leadership

5.1 Leadership and commitment

Top managgment shall demonstrate leadership and commitment with respect to the FSMS by:

a) ensuring that the food safety policy and the objectives of the FSMS are establishedJand are
compatfible with the strategic direction of the organization;

b) ensuring the integration of the FSMS requirements into the organization’s business processes;
c) ensuring that the resources needed for the FSMS are available;

d) commupnicating the importance of effective food safety management andvconforming to the §SMS
requirgments, applicable statutory and regulatory requirements, and_mutually agreed cust¢mer
requirgments related to food safety;

e) ensuring that the FSMS is evaluated and maintained to achieve.its intended result(s) (see 4.1);
f) directing and supporting persons to contribute to the effegtiveness of the FSMS;
g) promoting continual improvement;

h) supporting other relevant management roles to demonstrate their leadership as it applies to their
areas of responsibility.

NOTE Reference to “business” in this document.can be interpreted broadly to mean those activities thdt are
core to the plirposes of the organization’s existence.

5.2 Poligy

5.2.1 Estpblishing the food safety policy

Top managgment shall establish, implement and maintain a food safety policy that:
a) isappr¢priate to the'purpose and context of the organization;

b) providgs a framework for setting and reviewing the objectives of the FSMS;

c) includep @.,commitment to satisfy applicable food safety requirements, including statutory|and

1 t 3 'S | 4 1] 4 3 4 otk d o € | £t
regu a I y I cquu CIIICIILS dlIIu 1uuLuau_y asl CCU CUSIUITNICT 1T Cblull CITITIILS TUIAdlLCU LU 1UUU DalCL_y,

d) addressesinternal and external communication;
e) includes a commitment to continual improvement of the FSMS;

f) addresses the need to ensure competencies related to food safety.

5.2.2 Communicating the food safety policy
The food safety policy shall:
a) be available and maintained as documented information;

b) be communicated, understood and applied at all levels within the organization;
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c) beavailable to relevant interested parties, as appropriate.
5.3 Organizational roles, responsibilities and authorities

5.3.1 Top management shall ensure that the responsibilities and authorities for relevant roles are
assigned, communicated and understood within the organization.

Top management shall assign the responsibility and authority for:

a) ensuring that the FSMS conforms to the requirements of this document;

b) reporting on the performance of the FSMS to top management;
c) hppointing the food safety team and the food safety team leader;

d) fesignating persons with defined responsibility and authority to initiate andidocument action(s).

5.3.2 The food safety team leader shall be responsible for:

a) pnsuring the FSMS is established, implemented, maintained and updated;

b) managing and organizing the work of the food safety team;

c) pnsuring relevant training and competencies for the food safety team (see 7.2);

d) reporting to top management on the effectiveness and-suitability of the FSMS.

5.3.3 All persons shall have the responsibility to“report problem(s) with regards to the FSMS to
identified person(s).

6 Planning
6.1 | Actions to address risks and opportunities

6.1.1 When planning for the-FSMS, the organization shall consider the issues referred t¢ in 4.1 and
the fequirements referred-tg-in 4.2 and 4.3 and determine the risks and opportunities thaf need to be
addiessed to:

a) pive assurance’that the FSMS can achieve its intended result(s);
b) pnhance desirable effects;
c) prevent,or reduce, undesired effects;

d) hchieve continual improvement.

NOTE In the context of this document, the concept of risks and opportunities is limited to events and their
consequences relating to the performance and effectiveness of the FSMS. Public authorities are responsible for
addressing public health risks. Organizations are required to manage food safety hazards (see 3.22) and the
requirements related to this process that are laid down in Clause 8.

6.1.2 The organization shall plan:
a) actions to address these risks and opportunities;
b) how to:
1) integrate and implement the actions into its FSMS processes;

2) evaluate the effectiveness of these actions.
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6.1.3 The actions taken by the organization to address risks and opportunities shall be proportionate to:

a)

the impact on food safety requirements;

b) the conformity of food products and services to customers;

c)

NOTE 1

requirements of interested parties in the food chain.

Actions to address risks and opportunities can include: avoiding risk, taking risk in order to pursue an

opportunity, eliminating the risk source, changing the likelihood or consequences, sharing the risk, or accepting
the presence of risk by informed decision.

NOTE2 O
new technol
or its custoniers.

6.2 Obje

6.2.1 The

gy and other desirable and viable possibilities to address the food safety needs of the organiz

ctives of the food safety management system and planning to achieye them

organization shall establish objectives for the FSMS at relevant functiens‘and levels.

The objectiyes of the FSMS shall:

a)
b)

c)

d)
e)
f)

be congistent with the food safety policy;

be mea

takein
requir

surable (if practicable);

o account applicable food safety requirements, including statutory, regulatory and cust
ents;

be monjitored and verified;

be com

municated;

be maintained and updated as appropriates

The organigation shall retain documented.inifformation on the objectives for the FSMS.

6.2.2 Wh

a)
b)
‘)
d)
e)

en planning how to achieve.its objectives for the FSMS, the organization shall determine;

what will be done;

what rgsources will be-réequired;

who will be responsible;

when i will be:completed;

how th¢ results will be evaluated.

pportunities can Iead to the adoption of new practices (modification of products or processes], ising

htion

pmer

6.3 Planning of changes

When the organization determines the need for changes to the FSMS, including personnel changes, the
changes shall be carried out and communicated in a planned manner.

The organization shall consider:

a)
b)
‘)
d)

12

the pur

pose of the changes and their potential consequences;

the continued integrity of the FSMS;

the ava

ilability of resources to effectively implement the changes;

the allocation or re-allocation of responsibilities and authorities.
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7 Support

7.1

Resources

7.1.1 General

0:2018(E)

The organization shall determine and provide the resources needed for the establishment,
implementation, maintenance, update and continual improvement of the FSMS.

The

a)
b)

organization shall consider:

the capability of, and any constraints on, existing internal resources;

he need for external resources.

7.1.2 People

The
com

organization shall ensure that persons necessary to operate and maintain an effectiy
betent (see 7.2).

Whdre the assistance of external experts is used for the development, implementation, d

asse
and

ssment of the FSMS, evidence of agreement or contracts défining the competency, re
huthority of external experts shall be retained as documented information.

7.1.3 Infrastructure

The
the i

NOT

Infrastructure necessary to achieve conformity'with the requirements of the FSMS.
) Infrastructure can include:

and, vessels, buildings and associated utilities;

bquipment, including hardware and.software;

[ransportation;

nformation and communication technology.

7.1.4 Work environment

The

organizatiob/~shall determine, provide and maintain the resources for the est

e FSMS are

peration or
sponsibility

prganization shall provide the resources for the‘determination, establishment and maintenance of

ablishment,

manpgement,and maintenance of the work environment necessary to achieve conformify with the
reqyirements of the FSMS.

NOT

i A suitable environment can be a combination of human and physical factors such as:

a) social (e.g. non-discriminatory, calm, non-confrontational);

b) p

sychological (e.g. stress-reducing, burnout prevention, emotionally protective);

c) physical (e.g. temperature, heat, humidity, light, air flow, hygiene, noise).

These factors can differ substantially depending on the products and services provided.

© ISO 2018 - All rights reserved
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7.1.5 Externally developed elements of the food safety management system

When an organization establishes, maintains, updates and continually improves its FSMS by using
externally developed elements of a FSMS, including PRPs, the hazard analysis and the hazard control
plan (see 8.5.4), the organization shall ensure that the provided elements are:

a) developed in conformance with requirements of this document;
b) applicable to the sites, processes and products of the organization;

c) specifically adapted to the processes and products of the organization by the food safety team;

d) implemented, maintained and updated as required by this document;

e) retained as documented information.

7.1.6 Control of externally provided processes, products or services
The organigation shall:

a) establish and apply criteria for the evaluation, selection, monitoring.'of performance and re-
evaluation of external providers of processes, products and/or services;

b) ensurejpdequate communication of requirements to the external provider(s);

c) ensure|that externally provided processes, products or services do not adversely affecq the
organization's ability to consistently meet the requirements.of the FSMS;

d) retain flocumented information of these activities and any necessary actions as a result of the
evaluations and re-evaluations.

7.2 Competence

The organization shall:

a) determjine the necessary competence of person(s), including external providers, doing work upnder
its contirol that affects its food safety*performance and effectiveness of the FSMS;

b) ensure|that these persons, including the food safety team and those responsible for the opergtion
of the Qazard control plan; are competent on the basis of appropriate education, training and/or
experignce;

c) ensurehatthe foodsafety team has a combination of multi-disciplinary knowledge and experience
in developing and.implementing the FSMS (including, but not limited to, the organization’s prodjcts,
procesdes, equipment and food safety hazards within the scope of the FSMS);

d) where 3pplicable, take actions to acquire the necessary competence, and evaluate the effectivgness
of the actions taken;

e) retain appropriate documented information as evidence of competence.

NOTE Applicable actions can include, for example, the provision of training to, the mentoring of, or the re-
assignment of currently employed persons; or the hiring or contracting of competent persons.

7.3 Awareness

The organization shall ensure that all relevant persons doing work under the organization’s control
shall be aware of:

a) the food safety policy;

b) the objectives of the FSMS relevant to their task(s);
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c) their individual contribution to the effectiveness of the FSMS, including the benefits of improved
food safety performance;

d) the implications of not conforming with the FSMS requirements.
7.4 Communication

7.4.1 General

The organization shall determine the internal and external communications relevant to the FSMS,
inclyding:

a) pn what it will communicate;
b) jwhen to communicate;

c) pith whom to communicate;
d) how to communicate;

e) who communicates.

The [organization shall ensure that the requirement for effectjve’communication is underftood by all
perspns whose activities have an impact on food safety.

7.4.2 External communication

The prganization shall ensure that sufficient inforniation is communicated externally and|is available
for interested parties of the food chain.

The prganization shall establish, implement and maintain effective communications with:
a) pxternal providers and contractors;
b) Fustomers and/or consumers, in‘réelation to:

1) productinformation yelated to food safety, to enable the handling, display, storage, preparation,
distribution and usé of the product within the food chain or by the consumer;

D) identified foodS-safety hazards that need to be controlled by other organizations|in the food
chain and/or’by consumers;

B) contractual arrangements, enquiries and orders, including their amendments;
) customer and/or consumer feedback, including complaints;

c) ptatutory and regulatory authorities;

d) other organizations that have an impact on, or will be affected by, the effectiveness or updating of
the FSMS.

Designated persons shall have defined responsibility and authority for the external communication
of any information concerning food safety. Where relevant, information obtained through external
communication shall be included as input for management review (see 9.3) and for updating the FSMS
(see 4.4 and 10.3).

Evidence of external communication shall be retained as documented information.

7.4.3 Internal communication

The organization shall establish, implement and maintain an effective system for communicating issues
having an impact on food safety.

© IS0 2018 - All rights reserved 15


https://standardsiso.com/api/?name=3b22d9754d5ba210eee6f9c855640493

IS0 22000:2018(E)

To maintain the effectiveness of the FSMS, the organization shall ensure that the food safety team is
informed in a timely manner of changes in the following:

a) products or new products;

b) raw materials, ingredients and services;

c) production systems and equipment;

d) production premises, location of equipment and surrounding environment;

e) cleaning and sanitation programmes;

f) packag]ng, storage and distribution systems;

g) competencies and/or allocation of responsibilities and authorizations;
h) applicaple statutory and regulatory requirements;

i) knowledge regarding food safety hazards and control measures;

j) customer, sector and other requirements that the organization observes;
k) relev:I enquiries and communications from external interested patties;

1) complajnts and alerts indicating food safety hazards associated‘with the end product;

m) other cpnditions that have an impact on food safety.

19”
N
o~

The food sqfety team shall ensure that this information is<included when updating the FSMS (se
and 10.3).

Top managgment shall ensure that relevant information is included as input to the management reyiew
(see 9.3).

7.5 Documented information

7.5.1 General
The organigation’s FSMS shall include:
a) documgnted informatiof-rrequired by this document;

b) documgnted informiation determined by the organization as being necessary for the effectivegness
of the FSMS;

c¢) documgntediyinformation and food safety requirements required by statutory, reguldtory
authoriries and customers.

NOTE The extent of documented information for a FSMS can differ from one organization to another due to:
— the size of organization and its type of activities, processes, products and services;
— the complexity of processes and their interactions;

— the competence of persons.
7.5.2 Creating and updating
When creating and updating documented information, the organization shall ensure appropriate:

a) identification and description (e.g. a title, date, author, or reference number);

b) format (e.g.language, software version, graphics) and media (e.g. paper, electronic);
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c) review and approval for suitability and adequacy.
7.5.3 Control of documented information

7.5.3.1 Documented information required by the FSMS and by this document shall be controlled to
ensure:

a) itisavailable and suitable for use, where and when it is needed;

b) itis adequately protected (e.g. from loss of confidentiality, improper use, or loss of integrity).

7.5.3.2 For the control of documented information, the organization shall address‘tlle following
actiyities, as applicable:

a) istribution, access, retrieval and use;
b) ptorage and preservation, including preservation of legibility;
c) rontrol of changes (e.g. version control);

d) retention and disposition.

Docyimented information of external origin determined by thejerganization to be necesgary for the
planning and operation of the FSMS shall be identified, as appropriate, and controlled.

Docyimented information retained as evidence of conformity shall be protected from junintended
alterfations.

NOTE Access can imply a decision regarding the-permission to view the documented informgtion only, or
the permission and authority to view and change the/documented information.

8 Pperation

8.1 | Operational planning and control

The |organization shall plan;-implement, control, maintain and update the processes needled to meet
requirements for the realization of safe products, and to implement the actions determined|in 6.1, by:

a) pstablishing criteriafor the processes;
b) Jmplementing.control of the processes in accordance with the criteria;

c) keeping.documented information to the extent necessary to have the confidence to demonstrate
Fhat the.processes have been carried out as planned.

The jorganization shall control planned changes and review the consequences of unintended changes,
taking action to mitigate any adverse effects, as necessary.

The organization shall ensure that outsourced processes are controlled (see 7.1.6).
8.2 Prerequisite programmes (PRPs)

8.2.1 The organization shall establish, implement, maintain and update PRP(s) to facilitate the
prevention and/or reduction of contaminants (including food safety hazards) in the products, product
processing and work environment.

8.2.2 The PRP(s) shall be:

a) appropriate to the organization and its context with regard to food safety;
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b) appropriate to the size and type of the operation and the nature of the products being manufactured
and/or handled;

c) implemented across the entire production system, either as programmes applicable in general or
as programmes applicable to a particular product or process;

d) approved by the food safety team.

8.2.3 When selecting and/or establishing PRP(s), the organization shall ensure that applicable
statutory, regulatory and mutually agreed customer requirements are identified. The organization
should consider:

a) the applicable part of the ISO/TS 22002 series;

b) applicaple standards, codes of practice and guidelines.

8.2.4 Whe¢n establishing PRP(s) the organization shall consider:

a) constryction, lay-out of buildings and associated utilities;

b) lay-outjof premises, including zoning, workspace and employee facilities;

c) suppliep of air, water, energy and other utilities;

d) pestcontrol, waste and sewage disposal and supporting services;

e) the suitjability of equipment and its accessibility for cleaning:ahd maintenance;

f) supplier approval and assurance processes (e.g. raw materials, ingredients, chemicals|and
packaging);

g) receptipn of incoming materials, storage, dispatch, transportation and handling of products;
h) measuiles for the prevention of cross contamination;

i) cleaning and disinfecting;

j) personal hygiene;

k) productinformation/consumer:awareness;

1) others,jas appropriate.

Documentefd informatign‘shall specify the selection, establishment, applicable monitoring|and
verification|of the PRP{s)-:

8.3 Traceability system

The tracealbilit - G : s and
the first stage of the dlstrlbutlon route of the end product When establlshlng and 1mp1ement1ng the
traceability system, the following shall be considered as a minimum:

a) relation of lots of received materials, ingredients and intermediate products to the end products;
b) reworking of materials/products;
c) distribution of the end product.

The organization shall ensure that applicable statutory, regulatory and customer requirements are
identified.
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Documented information as evidence of the traceability system shall be retained for a defined period
to include, as a minimum, the shelf life of the product. The organization shall verify and test the
effectiveness of the traceability system.

NOTE Where appropriate, the verification of the system is expected to include the reconciliation of quantities
of end products with the quantity of ingredients as evidence of effectiveness.

8.4 Emergency preparedness and response

8.4.1 General

Top management shall ensure procedures are in place to respond to potential emergencysjituations or
incidents that can have an impact on food safety which are relevant to the role of the organization in the
food| chain.

Docy@imented information shall be established and maintained to manage these situations arld incidents.

8.4.2 Handling of emergencies and incidents

The prganization shall:

a) respond to actual emergency situations and incidents by:

|) ensuring applicable statutory and regulatory requirements are identified;
D) communicating internally;

B) communicating externally (e.g. suppliers, customers, appropriate authorities, medij);

b) fake action to reduce the consequences of thé“emergency situation, appropriate to the magnitude of
the emergency or incident and the potential food safety impact;

c) periodically test procedures where practical;

d) review and, where necessary, update the documented information after the occurrgnce of any
ncident, emergency situatien or tests.

NOTE Examples of emergéngy situations that can affect food safety and/or production are natufal disasters,
envifonmental accidents, bioterrorism, workplace accidents, public health emergencies and other gccidents, e.g.
interruption of essential $epvices such as water, electricity or refrigeration supply.

8.5 | Hazard centrol
8.5.1 Preliminary steps to enable hazard analysis

8.5.1.1%) General

To carry out the hazard analysis, preliminary documented information shall be collected, maintained
and updated by the food safety team. This shall include, but not be limited to:

a) applicable statutory, regulatory and customer requirements;
b) the organization’s products, processes and equipment;

c) food safety hazards relevant to the FSMS.

8.5.1.2 Characteristics of raw materials, ingredients and product contact materials

The organization shall ensure that all applicable statutory and regulatory food safety requirements are
identified for all raw materials, ingredients and product contact materials.
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The organization shall maintain documented information concerning all raw materials, ingredients
and product contact materials to the extent needed to conduct the hazard analysis (see 8.5.2), including
the following, as appropriate:

a) Dbiological, chemical and physical characteristics;
b) composition of formulated ingredients, including additives and processing aids;
c) source (e.g. animal, mineral or vegetable);

d) place of origin (provenance);

e) method of production;

f) method of packaging and delivery;

g) storageg conditions and shelf life;

h) preparation and/or handling before use or processing;

i) acceptdnce criteria related to food safety or specifications of purchased materials and ingred{ents
appropriate to their intended use.

8.5.1.3 Characteristics of end products

The organigation shall ensure that all applicable statutory and regiilatory food safety requirementg are
identified fgr all the end products intended to be produced.

The organization shall maintain documented informatien " concerning the characteristics of|end
products to|the extent needed to conduct the hazard analysis (see 8.5.2), including information on the
following, afs appropriate:

a) producfname or similar identification;

b) compodition;

c) biologigal, chemical and physical characteristics relevant for food safety;
d) intenddd shelflife and storage conditions;

e) packaging;

v

f) labellinjg relating to food-safety and/or instructions for handling, preparation and intended usg;

-

g) method(s) of distribution and delivery.

8.5.1.4 Intended use

The intended use, including reasonably expected handling of the end product and any unintended use
but reasonably expected mishandling and misuse of the end product, shall be considered and shall be
maintained as documented information to the extent needed to conduct the hazard analysis (see 8.5.2).

Where appropriate, groups of consumers/users shall be identified for each product.

Groups of consumers/users known to be especially vulnerable to specific food safety hazards shall be
identified.
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8.5.1.5 Flow diagrams and description of processes

8.5.1.5.1 Preparation of the flow diagrams

The food safety team shall establish, maintain and update flow diagrams as documented information
for the products or product categories and the processes covered by the FSMS.

Flow diagrams provide a graphic representation of the process. Flow diagrams shall be used when
conducting the hazard analysis as a basis for evaluating the possible occurrence, increase, decrease or
introduction of food safety hazards.

Flow diagrams shall be clear, accurate and sulficiently detailed to the extent needed to fonduct the
hazdrd analysis. Flow diagrams shall, as appropriate, include the following:

a) the sequence and interaction of the steps in the operation;
b) hny outsourced processes;

c) where raw materials, ingredients, processing aids, packaging materials,/utilities and intermediate
products enter the flow;

d) where reworking and recycling take place;

e) Wwhere end products, intermediate products, by-products and waste are released or renpoved.

8.5.1.5.2 On-site confirmation of flow diagrams

The food safety team shall confirm on-site the accuracy of the flow diagrams, update the flow diagrams
whefe appropriate and retain as documented information.

8.5.1.5.3 Description of processes and process environment

The food safety team shall describe, to-the extent needed to conduct the hazard analysis:
a) the layout of premises, including food and non-food handling areas;

b) processing equipment and ¢ontact materials, processing aids and flow of materials;

c) pxisting PRPs, procesSparameters, control measures (if any) and/or the strictness with which they
hre applied, or pro¢edures that can influence food safety;

d) pxternal requirements (e.g. from statutory and regulatory authorities or customers) that can
mpact the choice and the strictness of the control measures.

The |variations resulting from expected seasonal changes or shift patterns shall be ncluded as
appijopriate:

The escriptions shall be updafpd as appropriate and maintained as documented informatibn.

8.5.2 Hazard analysis

8.5.2.1 General
The food safety team shall conduct a hazard analysis, based on the preliminary information, to

determine the hazards that need to be controlled. The degree of control shall ensure food safety and,
where appropriate, a combination of control measures shall be used.
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8.5.2.2 Hazard identification and determination of acceptable levels

8.5.2.2.1 The organization shall identify and document all food safety hazards that are reasonably

expected to

occur in relation to the type of product, type of process and process environment.

cation shall be based on:

the preliminary information and data collected in accordance with 8.5.1;

storical data;

ition from the food chain on food safety hazards related to the safety of the end prod
bdiate products and the food at the time of consumption;

[y, regulatory and customer requirements.
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b) experience;
c) internata
other h
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kperience can include information from staff and external experts who are'familiar with the pr
sses in other facilities.

atutory and regulatory requirements can include food safety, objectives (FSOs). The d
Commission defines FSOs as “The maximum frequency and/or cgncentration of a hazard in a
F consumption that provides or contributes to the appropriatelevel of protection (ALOP)”.

buld be considered in sufficient detail to enable hazard assessment and the selectiq
control measures.

') at which each food safety hazard can be present, be introduced, increase or persist.
ifying hazards, the organization shall.consider:

res preceding and following in the food chain;

5 in the flow diagram;

cess equipment, utilities/services, process environment and persons.

[he organization-shall determine the acceptable level in the end product of each food s

mining aeceptable levels, the organization shall:

that applicable statutory, regulatory and customer requirements are identified;

and

Licts,

duct
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food
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[he organization shall identify step(s) (e.g. yeceiving raw materials, processing, distribytion

hfety

r'the intended use of end products;

a) ensure
b) considg
<)

consider any other relevant information.

The organization shall maintain documented information concerning the determination of acceptable
levels and the justification for the acceptable levels.

8.5.2.3 Hazard assessment

The organization shall conduct, for each identified food safety hazard, a hazard assessment to determine

whether its

prevention or reduction to an acceptable level is essential.

The organization shall evaluate each food safety hazard with regard to:

a) thelike

22

lihood of its occurrence in the end product prior to application of control measures;
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b) the severity of its adverse health effects in relation to the intended use (see 8.5.1.4).
The organization shall identify any significant food safety hazards.

The methodology used shall be described, and the result of the hazard assessment shall be maintained
as documented information.

8.5.2.4 Selection and categorization of control measure(s)

8.5.2.4.1 Based on the hazard assessment, the organization shall select an appropriate control
measure or combination of control measures that will be capable of preventing or reducing the identified
significant food safety hazards to defined acceptable levels.

The prganization shall categorize the selected identified control measure(s) to be managed as OPRP(s)
(see[3.30) or at CCPs (see 3.11).

The [categorization shall be carried out using a systematic approach. For each*of the contrgl measures
sele¢ted, there shall be an assessment of the following:

a) the likelihood of failure of its functioning;

b) the severity of the consequence in the case of failure of jts‘functioning; this asseskment shall
nclude:

1) the effect on identified significant food safety hazards;
D) the location in relation to other control measure(s);
B) whether it is specifically established and applied to reduce the hazards to an accepgable level;

1) whether it is a single measure or is part of combination of control measure(s).

8.5.2.4.2 In addition, for each control measure, the systematic approach shall include an agsessment of
the feasibility of:

a) pstablishing measurable critical limits and/or measurable/observable action criteria;

b) monitoring to detect any failure to remain within critical limit and/or measurablefobservable
hction criteria;

c) hpplying timely €orrections in case of failure.

The |decision-making process and results of the selection and categorization of the contr¢l measures
shal] be maintained as documented information.

External Yequirements (e.g. statutory, regulatory and customer requirements) that can|impact the
choiterand the strictness of the control measures shall also be maintained as documented i11formation.

8.5.3 Validation of control measure(s) and combinations of control measures

The food safety team shall validate that the selected control measures are capable of achieving
the intended control of the significant food safety hazard(s). This validation shall be done prior to
implementation of control measure(s) and combinations of control measures to be included in the
hazard control plan (see 8.5.4) and after any change therein (see 7.4.2, 7.4.3, 10.2 and 10.3).

When the result of validation shows that the control measures(s) is (are) not capable of achieving
the intended control, the food safety team shall modify and re-assess the control measure(s) and/or
combination(s) of control measure(s).
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The food safety team shall maintain the validation methodology and evidence of capability of the
control measure(s) to achieve the intended control as documented information.

NOTE

Modification can include changes in control measure(s) (i.e. process parameters, rigour and/or their

combination) and/or change(s) in the manufacturing technologies for raw materials, end product characteristics,
methods of distribution and intended use of the end products.

8.5.4 Hazard control plan (HACCP/OPRP plan)

8.5.4.1 General

The organij
plan shall b

ration shall establish, implement and maintain a hazard control plan. The hazard eo
e maintained as documented information and shall include the following informatio

each control measure at each CCP or OPRP:

a) foodsa
b) critical
c) monito
d) correct]
e) respon
f) records
8542 D

Critical lim
determinat

fety hazard(s) to be controlled at the CCP or by the OPRP;
limit(s) at CCP or action criteria for OPRP;

Fing procedure(s);

ion(s) to be made if critical limits or action criteria are not met;
bibilities and authorities;

of monitoring.

etermination of critical limits and action criteria

its at CCPs and action criteria for OPRP$ shall be specified. The rationale for
on shall be maintained as documented information.

Critical lim

its at CCPs shall be measurable. Conformance with critical limits shall ensure that

acceptable level is not exceeded.

Action critdria for OPRPs shall be measurable or observable. Conformance with action criteria
contribute fo the assurance that the acceptable level is not exceeded.

8.5.4.3

At each CC
control meg
scheduled 1

onitoring systems-at CCPs and for OPRPs

P, a monitoring-System shall be established for each control measure or combinatid
sure(s) to defect any failure to remain within the critical limits. The system shall inclug
heasurements relative to the critical limit(s).

For each OPRP, a.monitoring system shall be established for the control measure or combinati

control meg

sure(s) to detect failure to meet the action criterion.

ntrol
n for

their

the

hall

n of
eall

n of

The monitoring system, at each CCP and for each OPRP, shall consist of documented information,

including:
a)
b)
<)

measurements or observations that provide results within an adequate time frame;

monitoring methods or devices used;

measurements or observations (see 8.7);

d)
e)
f)
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monitoring frequency;
monitoring results;

responsibility and authority related to monitoring;
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At each CCP, the monitoring method and frequency shall be capable of timely detection of any failure to
remain within critical limits, to allow timely isolation and evaluation of the product (see 8.9.4).

For each OPRP, the monitoring method and frequency shall be proportionate to the likelihood of failure
and the severity of consequences.

When monitoring an OPRP is based on subjective data from observations (e.g. visual inspection), the
method shall be supported by instructions or specifications.

8.5.

The
whe

a)
b)
c)

d)

The
with

8.5.4
The

A—Actionmswhencriticat immits oraction criteriaare mot et

organization shall specify corrections (see 8.9.2) and corrective actions (see 89.3)
h critical limits or action criterion are not met and shall ensure that:

the potentially unsafe products are not released (see 8.9.4);
Fhe cause of nonconformity is identified;

Lhe parameter(s) controlled at the CCP or by the OPRP is (are) returned within the criti
hction criteria;

Fecurrence is prevented.

prganization shall make corrections in accordance witl8.9.2 and corrective actions in
8.9.3.

}.5 Implementation of the hazard control plan

organization shall implement and maintain the hazard control plan, and retain evig

implementation as documented information;

8.6

Folld
infor

a)
b)
‘)
d)
The

Updating the information specifying the PRPs and the hazard control plan

wing the establishment ofithe hazard control plan, the organization shall update tH
mation, if necessary:

Characteristics of raw materials, ingredients and product-contact materials;
Characteristics ofend products;

ntended use;

flow diagrams and descriptions of processes and process environment.

prganization shall ensure that the hazard control plan and/or the PRP(s) are up to date

o be taken

ral limits or

accordance

ence of the

e following

8.7

Control of monitoring and measuring

The organization shall provide evidence that the specified monitoring and measuring methods and
equipment in use are adequate for the monitoring and measuring activities related to the PRP(s) and
the hazard control plan.

The monitoring and measuring equipment used shall be:

a) calibrated or verified at specified intervals prior to use;

b) adjusted or re-adjusted as necessary;

c) identified to enable the calibration status to be determined;
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d) safeguarded from adjustments that would invalidate the measurement results;
e) protected from damage and deterioration.

The results of calibration and verification shall be retained as documented information. The calibration
of all the equipment shall be traceable to international or national measurement standards; where
no standards exist, the basis used for calibration or verification shall be retained as documented
information.

The organization shall assess the validity of the previous measurement results when the equipment or

process environment is found not to conform to requirements. The organization shall take appropriate
action in relatien—te—the—eaHpmrent-er—process—environent-and—anv—productaffected—by—the-non-

TO IO Ot e O O P O O pProCeooS— v T O Irc ot oty proaoatarrcctoo— oy e

conformangde.

The assessment and resulting action shall be maintained as documented information.

Software uged in monitoring and measuring within the FSMS shall be validated by the organization,
software supplier or third party prior to use. Documented information on validatiofjactivities shdll be
maintained|by the organization and the software shall be updated in a timely manner.

Whenever there are changes, including software configuration/modifications/to commercial offfthe-
shelf softwdre, they shall be authorized, documented and validated before iinplementation.

NOTE Cpmmercial off-the-shelf software in general use within its_designed application range can be
considered tp be sufficiently validated.

8.8 Verifjcation related to PRPs and the hazard contrel plan

8.8.1 Verification

The organigation shall establish, implement and~maintain verification activities. The verificqtion
planning shiall define purpose, methods, frequencies and responsibilities for the verification activities.

The verificqtion activities shall confirm that:

a) the PRR(s) are implemented and effective;

b) the hazprd control plan is implémented and effective;

c) hazard]levels are within identified acceptable levels;

d) inputtq the hazard analysis is updated;

e) other agtions determined by the organization are implemented and effective.

The organization-shall ensure that verification activities are not carried out by the person respongible
for monitorjngthe same activities.

Verification results shall be retained as documented information and shall be communicated.

Where verification is based on testing of end product samples or direct process samples and where
such test samples show nonconformity with the acceptable level of the food safety hazard (see 8.5.2.2),
the organization shall handle the affected lot(s) of product as potentially unsafe (see 8.9.4.3) and apply
corrective actions in accordance with 8.9.3.

8.8.2 Analysis of results of verification activities

The food safety team shall conduct an analysis of the results of verification that shall be used as an
input to the performance evaluation of the FSMS (see 9.1.2).
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8.9 Control of product and process nonconformities

8.9.1 General
The organization shall ensure that data derived from the monitoring of OPRPs and at CCPs are evaluated

by designated persons who are competent and have the authority to initiate corrections and corrective
actions.

8.9.2 Corrections

8.9.2.T The organization shall ensure that when critical [imits at CCP(s) and/or action] criteria for
OPRPs are not met, the products affected are identified and controlled with regard to. their use and
relegse.

The prganization shall establish, maintain and update documented informationcthat includés:

a) h method of identification, assessment and correction for affected products to ensure their proper
handling;

b) hrrangements for review of the corrections carried out.

8.9.2.2 When critical limits at CCPs are not met, affected preducts shall be identified and handled as
potentially unsafe products (see 8.9.4).

8.9.2.3 Where action criteria for an OPRP are not met;the following shall be carried out:
a) fetermination of the consequences of that failiuire with respect to food safety;

b) Hetermination of the cause(s) of failure;

c) |dentification of the affected products.and handling in accordance with 8.9.4.

The prganization shall retain results of the evaluation as documented information.

8.9.2.4 Documented information shall be retained to describe corrections made on norjconforming
products and processes, including:

a) the nature of the nénconformity;
b) the cause(s) ofthefailure;

c) the consequénces as a result of the nonconformity.

8.9.3 _Corrective actions

Th ond fon Yracotiza Fiomc o
€ Reearor<ofrreetveactotts—Ss

for OPRPs are not met.

Lhall L salisotad sl arddi oo
Tra O T cCOvwirCTr CrrcaCa

{s}andfer-action criteria

The organization shall establish and maintain documented information that specifies appropriate
actions to identify and eliminate the cause of detected nonconformities, to prevent recurrence, and to
return the process to control after a nonconformity is identified.

These actions shall include:

a) reviewing nonconformities identified by customer and/or consumer complaints and/or regulatory
inspection reports;

b) reviewing trends in monitoring results that can indicate loss of control;

c) determining the cause(s) of nonconformities;
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d) determining and implementing actions to ensure that nonconformities do not recur;

e) documenting the results of corrective actions taken;

f) verifying corrective actions taken to ensure that they are effective.

The organization shall retain documented information on all corrective actions.

8.9.4 Handling of potentially unsafe products

8.9.4.1 General

The organitration shall take action(s) to prevent potentially unsafe products from entering the

chain, unlegs it can demonstrate that:

a) the foodl safety hazard(s) of concern is (are) reduced to the defined acceptable levels;

b) the foodl safety hazard(s) of concern will be reduced to identified acceptable leyels-prior to entg
the foodl chain; or

c) the profuctstill meets the defined acceptable level(s) of the food safety hazard(s) of concern de

the nonconformity.
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ation shall retain products that have been identified as potentially unsafe under its co
bducts have been evaluated and the disposition has been determined.

that have left the control of the organization are subsequently determined to be unsafg
h shall notify relevant interested parties and initiate a withdrawal/recall (see 8.9.5).

5 and related responses from relevant interested parties and authorization for dealing
insafe products shall be retained as documénted information.

raluation for release
roducts affected by the nonconformity shall be evaluated.

fected by failure to remainywithin critical limits at CCPs shall not be released, but shg
iccordance with 8.9.4.3]

fected by failure to“méet action criterion for OPRPs shall only be released as safe wher
/ing conditions dpply:

e other than{the monitoring system demonstrates that the control measures have
€;

e shows that the combined effect of the control measures for that particular prg
hs'to'the performance intended (i.e. identified acceptable levels);

food
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duct
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effectiy
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products conform to the identified acceptable levels for the food safety hazard(s) concerned.

Results of evaluation for release of products shall be retained as documented information.

8.9.4.3 Disposition of nonconforming products

Products th

a)

hazard

b)
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at are not acceptable for release shall be:

is reduced to acceptable levels; or

redirected for other use as long as food safety in the food chain is not affected; or
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