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reword

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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procedures used to develop this document and those intended for its further maint
cribed in the ISO/IEC Directives, Part 1. In particular, the different approval criteriameé
brent types of ISO documents should be noted. This document was drafted in accordan
orial rules of the ISO/IEC Directives, Part 2 (see www.iso.org/directives).

bntion is drawn to the possibility that some of the elements of this documenbt may be the
ent rights. ISO shall not be held responsible for identifying any or all suchpatent rightg
patent rights identified during the development of the document will.bée“in the Introduct
he ISO list of patent declarations received (see www.iso.org/patents}):

trade name used in this document is information given for the,eonvenience of users ar
Stitute an endorsement.

an explanation of the voluntary nature of standardsythe meaning of ISO specific
ressions related to conformity assessment, as wellras information about ISO’s ad
World Trade Organization (WTO) principles in, the Technical Barriers to Trade
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SCO).
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plete listing of these bodies can‘be found at www.iso.org/members.html.
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Introduction

Certification of the food safety system (FSS) of an organization is one means of providing assurance
that the organization has implemented a system for the management of food safety in line with its
policy and the internationally accepted principles of food safety.

Requirements for an FSS can originate from a number of sources. This document has been developed to
assist in the certification of the organization’s products, processes or services and its FSS, including its

management system elements.

This docujr q > .
and certification of products, processes or services includin

evaluation
generic reg
intended tg
activities ¢

Certificati
accordancg
for produc
an audit o
a specific s
certificatig

It is for th
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requireme
of these w
from orga
accordance

pvered by the scope of this document.

L certification schemes that include a management system elementithese activities inv

n document or a certificate.

b organization seeking certification to develop its own ESS and related systems accore

hts specify to the contrary, it is for the organizatien to decide how the various compong
Il be arranged. The degree of integration between the various system components will v

d dlr'ry
g an audit of the FSS. It pnov
uirements for such bodies, who are referred to as “certification bodies”. This wording is
be an obstacle to the use of this document by bodies with other designations that undert

nded for U OIMDIT on w SO

n of an organization’s products, processes or services including an audit of the FS
with this document can involve a number of activities. Because this document is inten|

the organization’s FSS. The form of attestation of conformity, 0f-an organization’s FS

out
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ake
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tandard, certification scheme requirements or other specifiedrequirements is normally a

me requirements. Other than where relevant legislative, customer or certification sch

ization to organization. It is therefore appropriate for certification bodies that operat
with this document to take into accountthe culture and practices of their clients

ling
bme
bnts
ary
E in
vith

respect to the integration of their FSS within the wider organization.

This document was developed in conjunction-with ISO 22003-1, which is used in combination ith

ISO/IEC 17P21-1.

In this dochment, the following verbal forms are used:

— “shall”lindicates a requirement;

— “shoulfl” indicates a reconumendation;

— “may” [indicates a permission;

— “can” ipdicates a possibility or a capability.
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 auditof the food safety system

Scope
5 document is supplemental to ISO/IEC 17065. It specifies the rules applicable for the aud

certification scheme that is based on the internationally accepted-principles of food
EX General Principles of Food Hygienel8]) and includes managementsystem elements.

5 document does not apply to certifications that are solely based on product testing (e.g.
n organization applying ISO/IEC 17025) or inspection (e.g~performed by an organizatic
IEC 17020) and does not apply to ISO/IEC 17065-base( food safety schemes that do
h internationally accepted principles of food safety andimanagement system elements.

so provides the necessary information and confidénce to customers about the way cert
r suppliers has been granted.

Lification of FSS is a third-party conformity.assessment activity (as described in ISO/IEC 1
and bodies performing this activity arethird-party conformity assessment bodies.

E This document can be used as‘a criteria document for the accreditation or peer as
ification bodies which seek to be recegnized as being competent to certify that an organization
esses and services and its FSS comply with the requirements of a certification scheme. It is al
e used as a criteria document\by regulatory authorities and industry consortia which enga
gnition of certification bodies\to certify that an organization’s FSS complies with a certificati
irements. Some of its requirements can also be useful to other parties involved in the conformity
ch certification bodies;and in the conformity assessment of bodies that undertake to certify the
n FSS with additionaleriteria.

certification does not attest to the safety or fitness of the products of an organization
I chain. However, certification requires an organization to meet all applicable food-saf
utory andwregulatory requirements through its FSS.

Normative references

it of a food

ty system (FSS) and certification of products, processes and services complying with requirements

Kafety (e.g.

performed

n applying
hot include

ification of

7000:2020,

bessment of
's products,
so intended
be in direct
bn scheme’s
assessment
compliance

within the
ety-related

The following documents are referred to in the text in such a way that some or all of their content
constitutes requirements 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/IEC 17000, Conformity assessment — Vocabulary and general principles

ISO/IEC 17065:2012, Conformity assessment — Requirements for bodies certifying products, processes
and services

3

Terms and definitions

For the purposes of this document, the terms and definitions given in ISO/IEC 17000, ISO/IEC 17065
and the following apply.

© IS0 2022 - All rights reserved
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[SO and IEC maintain terminology databases for use in standardization at the following addresses:

31

food safety

FFS

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

IEC Electropedia: available at https://www.electropedia.org/

system

prerequisite programmes (3.2), supplemented with control measures (3.16), as appropriate, based on
internationally accepted principles of food safety, combined with management system elements (3.17),

that, when
their inten

Note 1 to e
analysis sp§
competent

implemente at are sare, accordl

Hed use

€ organization, provide products and services

try: The prerequisite programmes and control measures of an FSS may be based on either a ha
cific to the organization, its products and processes, or a generic hazard analysis.conducted

scheme owiper) appropriate to the products and processes of the organization and adapted\and tailored by

organizatio

3.2
prerequis
PRP

basic cond
chain tom

1 to its operations.

jte programme

hintain food safety

Note 1 to enptry: The PRPs needed depend on the segment of the food\¢hain in which the organization oper

and the typ
practice (G)

/P), good manufacturing practice (GMP), good hygiene practice (GHP), good production prad

rard
by a

external body (e.g. competent authority, academia, trade or industry association, certification

the

itions and activities that are necessary within the orgamization and throughout the food

ates

e of organization. Examples of equivalent terms are goo@agricultural practice (GAP), good veterifary

tice

(GPP), good|distribution practice (GDP) and good trading practice (GTP).

[SOURCE: ISO 22000:2018, 3.35]

3.3

competente

ability to apply knowledge and skills to achieve intended results

[SOURCE: ISO/IEC 17021-1:2015, 3.7}

3.4

audit

process forf obtaining relevant information about an object of conformity assessment and evaluatifg it
objectively|to determing the extent to which specified requirements are fulfilled

Note 1 to dntry: The~specified requirements are defined prior to performing an audit so that the releyant
informatior] can be.obtained.

Note 2 to pntry:'In the context of this document, “audit” includes any applicable evaluation activity] (in
accordance [with ISO/IEC 17065), such as inspection, testing and management system audit (in accordance yith

ISO/IEC 17021-1).

[SOURCE: ISO/IEC 17000:2020, 6.4, modified —Notes 2 and 3 to entry have been deleted and a new

Note 2to e

3.5

ntry has been added.]

audit duration
part of audit time (3.6) spent conducting audit (3.4) activities from the opening meeting to the closing
meeting, inclusive

[SOURCE: ISO/IEC 17021-1:2015, 3.17, modified — The term has been changed from “duration of
management system certification audits”.]

© IS0 2022 - All rights reserved
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audit time
time needed to plan and accomplish a complete and effective audit (3.4) of the client organization’s FSS

[SOURCE: ISO/IEC 17021-1:2015, 3.16, modified — “FSS” has replaced “management system” in the

definition.]

3.7

nonconformity

non-fulfilment of a requirement

[SOPRCETTSO/TEC 17021-1: 2015, 3.11]

3.8

hazard analysis and critical control points study

HACCP study

hazprd analysis for a family of products/processes/services with similar hazardsand similaf processes
and| technology (e.g. production, packaging, storage or implementation of seryiees)
3.9

auditor

perfon who conducts an audit (3.4)

[SOPURCE: ISO/IEC 17021-1:2015, 3.6]

3.10

guifde

perfon appointed by the client to assist the audit team

[SOPURCE: ISO/IEC 17021-1:2015, 3.8]

3.11

observer

perkon who accompanies the audit team but does not audit (3.4)

[SOPRCE: ISO/IEC 17021-1:2015, 3.9]

3.12

technical expert

perfson who provides spécific knowledge or expertise to the audit team

[SOPRCE: ISO/IEC 17021-1:2015, 3.14, modified — Note 1 to entry has been deleted.]
3.138

perimanentsSite

locgtion (physical or virtual) where a client organization performs work or provides a s¢rvice on a
confinuing basis

[SOHREEASOAECTS 76232643341

3.14

temporary site

location (physical or virtual) where a client organization performs specific work or provides a service
for a finite period of time and which is not intended to become a permanent site (3.13)

[SOURCE: ISO/IEC TS 17023:2013, 3.5]

3.15
audit plan
description of the activities and arrangements for an audit (3.4)

[SOURCE: ISO 19011:2018, 3.6]

©IS
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3.16

control measure
action or activity that can be used to prevent or eliminate a hazard or reduce it to an acceptable level

3.17

management system element
element of a management system (e.g. management commitment, responsibility and review,
documented information, internal audit) that supports the production of safe food

4 General requirements

4.1 Legzc
4.1.1 ISC

41.2 Th
to which th

4.2 Man
ISO/IEC 17,

4.3 Liab
ISO/IEC 17,

4.4 Non
ISO/IEC 17|

4.5 Conl
ISO/IEC 17

4.6 Pub
ISO/IEC 17|

5 Struc

5.1 Orgs

11 and contractual matters

/IEC 17065:2012, 4.1, shall be followed.

e FSS applies.

agement of impartiality

065:2012, 4.2, shall be followed.

ility and financing

065:2012, 4.3, shall be followed.

-discriminatory conditions

065:2012, 4.4, shall be followed.

identiality
065:2012, 4.5, shall be followed.

icly available information

065:2012, 4.6, shall be followed.

tural requirements

inizational structure and top management

b certification documents shall identify in detail the categories and subcategories in Table/A.1

ISO/IEC 17065:2012, 5.1, shall be followed.

5.2 Mechanism for safeguarding impartiality

ISO/IEC 17065:2012, 5.2, shall be followed.
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Resource requirements
Certification body personnel

1 General

ISO/IEC 17065:2012, 6.1.1, shall be followed.

6.1.2 Management of competence for personnel involved in the certification process

6.12.1 ISO/IEC 17065:2012, 6.1.2, shall be followed.

In dddition to ISO/IEC 17065:2012, 6.1.2.1, the procedure shall require a certification body to apply
Annexes A and C in the determination of competencies.

NOTE Qualification(s) and experience can be used as part of the criteria; however, compefence is not
bas¢d on these alone, as it is important to ensure that a person can demonstratethe‘ability to apply|the specific
knopledge and skills that one would expect a person to have after completing@a-qualification or having a certain
amdunt of industry experience.

6.1{2.2 Determination of personnel competence shall include”the individual’s ability to apply
kngwledge, in particular, the individual’s knowledge relating to food safety, including knpwledge of
spefific prerequisite programmes (PRPs), food safety hazards and control measures reldted to the
catggories within which the certification body personnel-operate. These shall have been idgntified for
thesge categories under the requirements of 6.1.2.1.

The certification body shall periodically evaluate, the performance of each auditor during an on-site
audiit.

Thqgse responsible for determining persofinel competence shall have knowledge of detprmination
methods and shall have demonstrated the.ability to apply them and also have equivalent conjpetence to
thoge functions they are evaluating.

6.1)]3 Contract with the personnel

ISOYIEC 17065:2012, 6.1.3, shall be followed.

6.2| Resources foraudit

6.2{1 Internakresources

ISOJIEC 17065:2012, 6.2.1, shall be followed.

NOTE The applicable requirements of ISO/IEC 17021-1 referred to in ISO/IEC 17065:2012, 6.2.1, have been
included in this document

6.2.2 External resources (outsourcing)

ISO/IEC 17065:2012, 6.2.2, shall be followed.

NOTE

included in this document.

©IS
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7 Process requirements

7.1 General

ISO/IEC 17065:2012, 7.1, shall be followed.

Where a scheme owner has established its own rules for the determination of categories, audit duration
and competence, the outcome of the scheme rules shall apply provided the scheme rules are not less
than those required in Clause 7 and related annexes as a common basis.

7.2 Application

ISO/IEC 17P65:2012, 7.2, shall be followed.

The certififation body shall require the applicant organization to provide the information/Concerping
products and processes relevant to determination of the audit duration in accordance with Annex

and B.

7.3 App

7.3.1
that:

Th

lication review

b certification body shall conduct a review of the information*obtained (see 7.2) to eng

a) the information about the client its products/processes/services and its FSS, including the sitd
the cli
condit

b) any kn
includ

c) the scd

d) the me

e) the cef

7.3.2

7.3.3

7.3.4

7.3.5

7.3.6

ISQ

ISd

ISQ

ISd

Th

bnt’s operations, and any other points influencing the.certification activity (language, sa
ons, etc.), is sufficient for the conduct of the certifi¢ation process;

own difference in understanding between the certification body and the client is resol
ng agreement regarding standards or othernormative documents;

pe of certification sought is defined;
ans are available to conduct audits;

tification body has the competence and capability to perform the certification activity.
/IEC 17065:2012, 7.3.2,'shall be followed.
/IEC 17065:2012;-7.3.3, shall be followed.
/1EC 17065;2012, 7.3.4, shall be followed.

/IEC17065:2012, 7.3.5, shall be followed.

s A

ure

s of
fety

red,

e certirication body shall determine the relevant scope or certirication 10r the organiza

tion

applying for certification using Annex A unless the scheme provides specific categories or subcategories.
The certification body shall identify the category(s) or subcategory(s) in scope of certification for each
site or sites by briefly describing the main types of products and processes for the products and/or
services that are evaluated by the certification body.

7.3.7 The defined scope of certification shall not:

— be misleading;

— exclude activities, processes, products or services from the scope of certification when those
activities, processes, products or services can have an influence on the food safety of the end
products as defined by the legal responsibility of the organisations’ activities;

© IS0 2022 - All rights reserved
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— include any promotional statements, brands or claims that are not in the scope of the certification

7.4

NOTE

scheme.

Evaluation

ISO/IEC 17065 refers to “evaluation” and is applicable to the various types of product, process and

services certification schemes which incorporate conformity assessment activities including inspection, testing,
audit, verification and validation. In the context of this document, the evaluation activity is audit, and therefore
the terminology used under this subclause is audit only.

7.4

7.4

NOT
ISO

The
con|
pro
but
whe

1 Aokicxids H il Aid

P ACUIVIUICO lJl 1IUI U U1ITU auuit

1.1 Audit programme

E1 The “audit programme” is identified as equivalent to the “evaluation “plan” 1
IEC 17065:2012, 7.4.1.

bramme shall be clear with respect to the individual activities (e7g! audit, testing and
shall take into account that the individual activities are not always distinguishable from,
n conducted on-site.

The

audjit team has the opportunity of auditing the organization operating on a representative
profucts and processes covered by the scope using the criteria of the certification scheme, if

NOTE 2
programme can be either a generic plan applicable toall'activities, including auditing of the relevant n

Sys
spe

7.4

7.4,
For
con
use
the

7.4,
det

certification body shall have a process for choosing“the audit timing and season, s

Depending on the characteristics of the certification scheme and the FSS requirement

ific one for a particular activity, or a combimnation of both.
1.2 Determining audit time

1.2.1 The certification bedy shall have documented procedures for determining the
each client, the certification body shall determine the time needed to plan and ac
plete and effective audit-of the FSS. In determining the audit duration, the certification
the methodology described in Annex B. The audit time determined by the certificatior

1.2.2
brmines

Imydetermining and documenting the audit time needed, the certification

certification body shall have a programme for the audit activities), including audit
ducted remotely, to allow for the necessary arrangements for edach audit to be mapaged. The

equired in

activities

nspection)
each other

o that the
number of
any.

s, the audit
hanagement

em elements (e.g. quality or food safety managenient system or an integration thereof), when applicable, or a

audit time.
Complish a
body shall
body, and

justification for the-determination, shall be recorded including justification for any reductions or
addjitions.

body shall

a)

the time for audit preparation;

b) the minimum duration for auditing for each site for on-site or remote auditing, as specified in

c)
d)

Clauses B.2 and B.3 and Table B.1;
the time for reporting and, if applicable, conducting post-audit activities;

the number of auditors per audit day balanced with the organization’s resources;

e) where additional meetings are necessary (e.g. review meetings, coordination, audit team briefing),

an increase in audit time can be required;

f) where applicable and agreed, the time needed to ensure effective remote auditing or use of

©IS

information and communication technology (ICT).
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7.4.1.3 Multi-site sampling

7.4.1.3.1 A multi-site organization is an organization having an identified central function at which
certain FSS activities are planned, controlled or managed, and a network of sites at which such activities
are fully or partially carried out.

Examples of possible multi-site organizations are:

organi

service

— organij
A multi-sif
ownership

NOTE
operations
pastures) w
locations as
facilities ar
some multi
function.

’

7.4.1.3.2
74.1.3.1),
activities d
sampling i

q

J

NOTE

7.4.1.3.3
shall have

zations operating with franchises;

a manufacturing company with one or more production sites and a network of sales offices;

e organizations with multiple sites offering a similar service;
zations with multiple branches.

e organization has multiple locations at different addresses with or without diffe
involved.

'he concept of a multi-site organization in the context of this document(dees not include farn
i.e. categories A and B in Annex A) that have a number of production sites{e.g. fields, barns, paddg
ithin their operation. Farming operations that have storage facilitiestor*packing facilities in sev

e clearly run independently of other functions (i.e. with separate.érews, which can be the case ¥
commodity farming operations). Multi-site can include produCer groups managed by a ceq

When the certification body is required to audit¢he FSS of a multi-site organization
t may adopt a sampling approach. Sampling ‘ef multi-site organizations shall cover

allowed.

ampling is not permitted for some specific certification schemes.

Where multi-site sampling is permitted for the audit of a client’s FSS, the certification b
0 sampling programme to ensuie achievement of the audit objectives. The rationale for

sampling programme for each clientshall be documented.

7.4.1.3.4
effective a
document
a) sitesa
b) sitess

and t

requir
c)

pditing. When multi-site sampling is undertaken, the certification body shall justify
he rationale usedfor determining the sampling, based on the following conditions:

e operatingunder one centrally controlled and administered FSS;

ibject.to sampling are similar (e.g. food chain subcategory, geographical location, proce
bchnologies, size and complexity, regulatory and statutory requirements, custo

fent

hing
cks,
eral

sociated with their production sites are not typically considered multi-site operations, unless those

vith
tral

see
all

f the organization within the scope of certification. See 7.4.1.5 for categories within which

ody
the

The certification body shall demonstrate that the sampling of sites does not underntine

and

bSES
mer

prments, food safety hazards and control measures);

the central function is part of the organization, clearly identified and not subcontracted to an

external organization;

d) all sites have a legal or contractual link with the central function;

e) the central function has organizational authority to define, establish and maintain the FSS;

f) all sites are subject to the organization’s internal audit programme and have been audited;

g) audit findings at a site are considered indicative of the entire FSS and corrective actions are
implemented accordingly;

8
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the central function is responsible for ensuring that outcomes of performance evaluation and

customer complaints from all sites are collected and analysed;
the organization’s FSS is subject to central management review;
the central function has authority to initiate continual improvement of the FSS.

NOTE
organization is exerted over every site. There is no requirement for the central function to be
single site.

The central function is where operational control and authority from the top management of the

located in a

to
roo
Thd

live
and

The
wit
20

nun

y=
For
sizg
the

The

7.4,
san

a)

b)

A

d)

u1t1 site organizations and producer groups, with the minimum sample size being
[ of the total number of other sites or group members, \/(X) rounded up to the next.wh
square root sample shall be taken per risk category based on production compleXity
meinbers (e.g. open field plant production, perennial plant production, indoor production

stock production, indoor livestock production). The scheme owner may define the risk
increase the minimum sample size.

use of multi-site sampling is permitted for categories F and G, and-for category E only fi
h limited preparation or cooking (e.g. re-heating, frying) (see Table A.1). For organizz
bites or fewer, all sites shall be audited. For organizations withymore than 20 sites, thgq

D0 + V(x - 20), rounded up to the next whole number.

all categories for which multi-site sampling is permitted, the certification body shall i
of the sample or terminate the site sampling where the FSS does not indicate the ability
intended results.

use of multi-site sampling is not permitted for any other categories identified in Annex 4

1.3.6 Where multi-site sampling is permitted, the certification body shall define ar
pling programme to ensure an effeCtive audit of the FSS where the following conditions

Atleast annually, an audit of the central function for the FSS shall be performed by the c
body prior to performing the majority of the sampled site audits.

At least annually, audits’shall be performed by the certification body on the required
sampled sites.

Audit findings-0f’the sampled sites shall be assessed to ascertain if these indicate an
deficiency and\therefore can be applicable to some or all other sites.

Where dudit findings of the sampled sites are considered indicative of the entire FSS,
actiqris shall be implemented accordingly.

7.4

[1.37 The sample shall be partly selective and partly random and shall result in a rep

he square
le number.
the sites/
open field
categories

br facilities
tions with
minimum

\ber of sites to be sampled shall be 20 plus the square 00t of the total number of ¢ther sites:

crease the
to achieve

|l

d utilize a
hpply.

brtification
number of

bverall FSS

corrective

fesentative

range of different sites being selected, ensuring all processes covered by the scope of certification will
be audited.

At least 25 % of the sample shall be selected at random. The remainder shall be selected so that the
differences among the sites selected over the period of validity of the certification are as large as
possible.

The site selection shall consider, among others, the following aspects:

a)
b)

)

results of internal audits, management reviews or previous audits;

records of complaints, product withdrawals, and other relevant aspects of corrective action;

variations in the site characteristics;
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d) other relevant changes since the last audit.

7.4.1.3.8 The certification body shall increase the size of sample or terminate the site sampling where
the FSS subject to certification does not indicate the ability to achieve the intended results.

7.4.2 Planning audit

74.2.1 Determining audit objectives, scope and criteria

74.2.1.1

criteria, in
client and §

7.4.2.1.2
include thd

Tl e loa e 1 111 A ads H a1 4=l e dfos e 1 | Land) ade

I'1IT duulIt UUJCLLIVCD Slldll UT UTLCT IIIITITU Uy LIIT LTI LITICativll uuu_y. I'IIT duulIt DLUIJC
Cluding any changes, shall be established by the certification body after discussion with
iccording to any applicable scheme requirements.

The audit objectives shall describe what is to be accomplished by the audit. They s
following:

deter

a)
b)

ination of the conformity of the client’s FSS, or parts of it, with auditcriteria;

determpination of the ability of the FSS to ensure the client meets applicable statutory, regulaf

and coptractual requirements;

c)

its spe

d) asapp

7.4.2.1.3

deternpination of the effectiveness of the FSS to ensure the clienf can reasonably expect to ach

cified objectives;

icable, identification of areas for potential improvement of the effectiveness of the FSS.

The audit scope shall describe the extent.and boundaries of the audit, such as s

organizati¢nal units, activities and processes to be audited. Where the certification process cons

of more th
full certifiq
documentd

74.2.2 A

74.2.2.1

including t
needed to
auditor, th{
for that au
body as sef

7.4.2.2.2
following:

hin one audit (e.g. covering different sites), the scope of an individual audit may not cover
ation scope, but the totality of audits shall be consistent with the scope in the certifica
tion.

udit team selection and assignments

The certification body{ shall have a process for selecting and appointing the audit tg
he audit team leader@nd technical experts as necessary, taking into account the competg
achieve the objectives of the audit and requirements for impartiality. If there is only
e auditor shall have the competence to perform the duties of an audit team leader applic
lit. The audititeam shall have the totality of the competences identified by the certifica
out in 6.1.2>for the audit.

In déeiding the size and composition of the audit team, consideration shall be given to

nd
the

hall

ory

eve

tes,
ists
the
[ion

nce
one
hble
[ion

the

a)
b)
‘)
d)

audit objectives, audit scope, criteria and estimated audit time;
whether the audit is combined, joint or integrated;

the overall competence of the audit team needed to achieve the objectives of the audit;

requirements);

e)

language and culture.

certification requirements (including any applicable scheme, statutory, regulatory or contractual

7.4.2.2.3 The necessary knowledge and skills of the audit team leader and auditors may be
supplemented by technical experts, translators and interpreters who shall operate under the direction

10
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of an auditor. Where translators or interpreters are used, they shall be selected such that they do not
unduly influence the audit.

NOTE The criteria for the selection of technical experts are determined on a case-by-case basis by the needs
of the audit team and the scope of the audit.

7.4.2.2.4 Auditors-in-training may participate in the audit, provided an auditor is appointed
to supervise. The supervising auditor shall be competent to take over the duties and have final
responsibility for the activities and findings of the auditor-in-training.

7.41272- Tie aud ATT ddeT, 1T consultation wWitit tie aud 230 Mall a BT L0 cdcCl am member
responsibility for auditing specific processes, functions, sites, are r activities. Such agsignments

as well as different roles and responsibilities of auditors, auditors-in-training and ‘technidal experts.
Changes to the work assignments may be made as the audit progresses to ensure achievemment of the
audjit objectives.

7.4.2.3 Observers, technical experts and guides

7.42.3.1 Observers

The presence and justification of observers during the audit“activities shall be agreed| to by the
certification body and client prior to the conduct of the audit\ T he audit team shall ensure thaf observers
do ot unduly influence or interfere in the audit process otroutcome of it.

NOTE Observers can be members of the client’s organization, consultants, witnessing accreditation body
pergonnel, regulators or other justified persons.

7.4.2.3.2 Technical experts

The role of technical experts during audit activities shall be agreed to by the certification body and
client prior to the conduct of the auditsA technical expert shall not act as a member of the faudit team
(e.gl auditor). The technical experts'shall be accompanied by a member of the audit team.

NOTE The technical experts-€an provide advice to the audit team for the preparation, planning off conducting
of the audit.

7.42.3.3 Guides

Each audit team miember shall be accompanied by a guide, unless otherwise agreed to by the team leader
and|the client.Gliide(s) are assigned to the audit team to facilitate the audit. The team shall ¢nsure that
guidles in théinrole as guide do not influence or interfere with the audit process or outcome ¢f it.

NOTE The responsibilities of a guide can include:

a) establishing contacts and timing for interviews:
(=] (=] 7

b) arranging visits to specific parts of the site or organization;

c) ensuring that rules concerning site safety and security procedures are known and respected by the audit
team members;

d) witnessing the audit on behalf of the client;

e) providing clarification or information as requested by an audit team member.
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7.4.2.4 Audit plan

7.4.2.4.1 General

For each audit identified in the audit programme (see 7.4.1.1), the certification body shall ensure that an
audit plan is established to provide the basis for agreement regarding the conduct and scheduling of the
audit activities.

7.4.2.4.2 Preparing the audit plan

The audit ptamrstattbeappropriatetotheobjectivesamdthescopeof theaudit-Theaudit ptarrstaj! at
least include or refer to the following:

a) the auglit objectives according to the scheme;
b) the auglit criteria according to the scheme;

c) the auglit scope, including identification of the organizational and functional dnits or processes to
be audjited;

d) thedatesand sites where the on-site audit activities will be conducted, including visits to tempogary
sites ahd remote auditing activities, if not contained in the audit progtamme;

e) the expected duration of on-site audit activities, if not contained;in/the audit programme;

f) the roles and responsibilities of the audit team memberssand accompanying persons, such as
obseryers or interpreters.

NOTE The audit plan information can be contained in more than one document.

7.4.2.4.3 [Communication of audit team tasks

The tasks given to the audit team as part of the-audit team shall be defined. They shall require the afidit
team to:

a) examihe and verify the structure, policies, processes, procedures, records and related documegnts
of the ¢lient relevant to the FSS;

b) deter:Iine whether these meetall the requirements relevant to the intended scope of certificatjon;

c) determiine that the procésses and procedures are established, implemented and maintained
effectipely, to provid€ a basis for confidence in the client’s FSS;

d) commynicate te.the client, for its action, any inconsistencies between the client’s policy and
objectives.

7.4.2.4.4 |Communication of audit plan

The audit plan shall be communicated and the dates of individual audit activities shall be agreed upon,
in advance, with the client. This does not apply to unannounced audits if specified by the scheme.

7.4.2.4.5 Communication concerning audit team members

The certification body shall provide the name of and, when requested, make available background
information on, each member of the audit team, with sufficient time for the client to object to the
appointment of any particular audit team member and for the certification body to reconstitute the
team in response to any valid objection.
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3 Conducting audits

3.1 General

The audit shall be conducted according to the minimum process steps specified in 7.4.3.4 to 7.4.3.9. The
applicable scheme may provide additional specified requirements related to other evaluation activities

suc

h as inspection or testing.

The certification body shall have a process for conducting on-site audits. This process shall include an
opening meeting and a closing meeting.

Where any part of the audit is made by electronic means or where the site to be auditej is virtual,

the|certification body shall ensure that such activities are conducted by personnel with@ppropriate

conppetence. The evidence obtained during such an audit shall be sufficient to enable the-audjtor to take
an informed decision on the conformity with the requirement in question.

NOTE “On-site” audits can include remote access to electronic site(s) that contain(s) informdtion that is

relepant to the audit of the FSS. Consideration can also be given to the use of electronic means forf conducting

aud|ts.

7.4.3.2 The audit shall include a documentation review which shall determine whether:

a) [the organization has identified PRPs that are appropriate te:the business (e.g. regulatory|, statutory,
customer and certification scheme requirements);

b) |the FSS includes adequate processes and methods\for the identification and assessment of the
organization’s food safety hazards, and subseguent selection and categorization |of control
measures or combinations thereof;

c) [the FSS includes adequate processes and.methods for the identification and implemgntation of
relevant food safety legislation;

d) |the FSSis designed to achieve the organization’s food safety objectives;

e) |the validation of control measures, verification that the activities and improvement pffogrammes
conform to the requirements.of the FSS;

f) |the FSS documents andarrangements are in place to communicate internally and externally;

g) |thereis any additienal documentation which needs to be reviewed and/or information which needs
to be obtained irradvance.

The availability<of-relevant authorizations shall be checked when collecting the informatior regarding

the[complianeeto regulatory aspects.

7.4.3.3¢ \Where an organization has implemented a HACCP-based system, the documentatfion review

shall@determine if the PRPs and the combination of control measures:

— are suitable for the organization;

— were developed in compliance with the internationally accepted principles of HACCP;

— are kept up to date.

NOTE Further information is provided by CODEX General principles of food hygienel8] or by a certification

scheme. Usually this activity is done by an audit team member.

7.4.

3.4 Conducting the opening meeting

The opening meeting is usually conducted by the audit team leader with the client’s management or
those responsible for the functions or processes to be audited. The purpose of the opening meeting is to
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provide a short explanation of how the audit activities will be undertaken. The degree of detail shall be

consistent

a) introd

with the familiarity of the client with the audit process and may include the following:

uction of the participants, including an outline of their roles;

b) confirmation of the scope of audit;

c) confirmation of the audit plan (including type and scope of audit, objectives and criteria), any
changes, and other relevant arrangements with the client, such as the date and time for the closing
meeting, interim meetings between the audit team and the client’s management;

ation that the resources and facilities needed by the audit team are available;

ation of matters relating to confidentiality;

ation of relevant work safety, emergency and security procedures for the-audit team;

d) confirpatt
e) confir
f) confir
g) confir
h) confir

ation of the availability, roles and identities of any guides and observers;

i) the mdthod of reporting, including any grading of audit findings;

j) information about the conditions under which the audit can be prematurely terminated;

k) confirmation that the audit team leader and audit team reptesenting the certification bodK is

resporisible for the audit and shall be in control of executing the audit plan including audit activ

and auflit trails;
1) confirmation of the status of findings of the previous review or audit, if applicable;

m) metho

s and procedures to be used to conduct the@udit based on sampling;

n) confir]:ation of the language to be used duringthe audit;

0) confir

ation that, during the audit, theclient will be kept informed of audit progress and

concernns;

p) opportunity for the client to askquestions.

7.4.3.5 Gommunication duringthe audit

7.4.3.5.1
informatio

During the auddit, the audit team shall periodically assess audit progress and excha
h where appropriate also to the other audit team members. The audit team leader s

reassign wprk as needed between the audit team members and periodically communicate the prog

of the audi

7.4.3.5.2

F and any.concerns to the client.

ies

any

nge
hall
‘ess

Where the available audit evidence indicates that the audit objectives are unattainabl

e Or

suggests the presence of an immediate and significant risk (e.g. food safety), the audit team Ieader shall
report this to the client and, if possible, to the certification body to determine appropriate action. Such
action may include reconfirmation or modification of the audit plan, changes to the audit objectives or
audit scope, or termination of the audit. The audit team leader shall report the outcome of the action
taken to the certification body.

7.4.3.5.3 The audit team leader shall review with the client any need for changes to the audit scope
which becomes apparent as auditing activities progress and report this to the certification body.

14
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3.6 Obtaining and verifying information

7.4.3.6.1 During the audit, information relevant to the audit objectives, scope and criteria (including
information relating to interfaces between functions, activities and processes) shall be obtained by
appropriate sampling and verified to become audit evidence.

7.4.
a)

3.6.2 Methods to obtain information shall include, but are not limited to:

interviews;

b)
‘)

7.4,

7.4.
con
the
evi
fro

7.4,

teain and the client concerning audit evidence or findings;ahd unresolved points shall be re

7.4,
The

a)

b)

d)

7.4,

7.4,

b

1 - L 1 . ., .
UDSCI'VAlLIUIT O processes dllud dCLIVILIES,

review of documentation and records.

3.7 Identifying and recording audit findings

3.7.1 A finding of nonconformity shall be recorded against a spegifie requirement|
Lain a clear statement of the nonconformity, identifying in detail the,objective evidenc
nonconformity is based. Nonconformities shall be discussed with-the client to ensu

suggesting the cause of nonconformities or their solution.

3.7.2 The audit team leader shall attempt to resolve dny diverging opinions betwee

3.8 Preparing audit conclusions
audit team shall under the responsibility ofthe audit team leader and prior to the closin

review the audit findings, and any other-appropriate information obtained during the au
the audit objectives and audit criteriaand, where applicable classify the nonconformitie
to the scheme requirement;

agree on any necessary follow-up actions;

confirm the appropriateness of the audit planning or identify any modification re
future audits (e;g;Scope of certification, audit time or dates, surveillance frequency,
competence).

3.9 Conducting the closing meeting

and shall
b on which
e that the

nce is accurate and that the nonconformities are understoods« The auditor however shall refrain

h the audit
orded.

b meeting:

lit, against
b according

agree upon the audit conclusions, taking into account the uncertainty inherent in the audlit process;

quired for
hudit team

bpropriate,

thos

3.9.1. " Aformal closing meeting shall be held with the client’s management and, where a

ing, usually

conducted by the audit team leader, is to present the audit conclusions. Any nonconformities shall
be presented in such a manner that they are understood, and the time frame for responding shall be
agreed.

NOTE

“Understood” does not necessarily mean that the nonconformities have been accepted by the client.

7.4.3.9.2 The closing meeting shall also include the following elements where the degree of detail
shall be consistent with the familiarity of the client with the audit process:

a)

b)

©IS

advising the client that the audit evidence obtained was based on a sample of the information;

thereby introducing an element of uncertainty;

the method and time frame of reporting audit findings;
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f)

the certification body’s process for handling nonconformities including any consequences relating
to the status of the client’s certification, taking into consideration results of other audit activities;

the time frame for the client to present a plan for correction and corrective action for any
nonconformities identified during the audit;

the certification body’s post audit activities;

information about the complaint and appeal handling processes.

7.4.3.9.3 The client shall be given the opportunity to ask questions. Any diverging opinions regarding
the audit findings or conclusions between the audit team and the client shall be discussed and resol
where pos
certificatig

744 Ac

ISO/IEC 17,

Kible. Any diverging opinions that are not resolved shall be recorded and referred)to
n body.

cepting external results

065:2012, 7.4.5, shall be followed.

7.4.5 Audit report

he audit team leader shall ensure that the audit report is pfepared and shall be respons

ved
the

ible

fent. The audit report shall provide an accurate, concisge™and clear record of the audit to

to the making of an informed certification decision:\Depending on the scheme, the a
1 include or refer to the following:

ication of the certification body;

me and address of the client and the client’s.keépresentative;

the type of audit;

lit criteria;
lit objectives;

it scope, particularly identification of the organizational or functional units or proce
1 and the time of the audit;

ication of the auditteam leader, audit team members and any accompanying persons;

hdit

bSesS

Les and places where the audit activities (on-site or offsite, permanent or temporary sites)

onducted;

7.4.51 T
for its con
contribute
report sha
a) identif
b) thena
0)
d) theau
e) theau
f) the au
audite
g) identif
h) the da
were ¢
i) auditf
j)

ndings, reference to evidence and conclusions, consistent with the requirements of the

ype

of audit;
verific

nonconformities, if applicable.

Depending on the scheme, the audit report may include or refer to the following:

16

any deviation from the audit plan and their reasons;

any significant issues impacting on the audit plan;

significant changes, if any, that affect the FSS of the client since the last audit took place;

any unresolved issues, if identified;

where

applicable, whether the audit is combined, joint or integrated;

fied
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— a disclaimer statement indicating that auditing is based on a sampling process of the available

information;
opinion as to whether the certification requirements have been fulfilled;

whether the audited client is effectively controlling the use of the certification docu
marks, if applicable.

ments and

7.4.5.2 Thereportofthe audit shall also contain amongst further items (as defined by the certification
scheme):

a)

b)
7.4

7.4
ISO

7.4

Thd
and|
defi

7.4

7.4
ISO

7.4

7.4
acti
cert

a statement on the conformity and the effectiveness of the FSS together with a sum
evidence relating to the capability of the FSS to meet applicable requirements’ an
outcomes;

a conclusion on the appropriateness of the certification scope.
6 Nonconformities

6.1 General
IEC 17065:2012, 7.4.6, shall be followed.

6.2 Cause analysis of nonconformities

certification body shall require the client to analyse'the cause and describe the specific
corrective actions taken, or planned to be taken,to eliminate detected nonconformitig
ned time.

7 Resolving nonconformities

7.1 General
IEC 17065:2012, 7.4.7, shall be followed.

7.2 Effectiveness of corrections and corrective actions

7.2.1 The certification body shall review the corrections, identified causes and
ons or corrective actions plans submitted by the client to determine if these are acce]
ification body~shall verify the effectiveness of any correction and corrective actions

evi

infqrmed ofithe result of the review and verification. The client shall be informed if any addif
activitiesfe.g. full audit, an additional limited audit, or documented evidence (to be confiry
futyreaudits)] will be needed to verify effective correction and corrective actions.

ence obtaiyéd to support the resolution of nonconformities shall be recorded. The clig

ary of the
expected

correction
s, within a

corrective
btable. The
taken. The
nt shall be
ional audit
hed during

7.4.7.2.2

If a nonconformity was identified and not satisfactorily corrected in the agreed time frame,

certification shall not be granted or maintained. This applies also to situations where a nonconformity
was identified at one of the sites in a multi-site organization.

NOTE Verification of effectiveness of correction and corrective actions can be carried out based
of documented information provided by the client, or where necessary, through verification on-site.

7.4.

8 ISO/IEC 17065:2012, 7.4.2, shall be followed.

7.49 ISO/IEC 17065:2012, 7.4.3, shall be followed.

7.4.

©IS

10 [SO/IEC 17065:2012, 7.4.4, shall be followed.
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7.4.11 ISO/IEC 17065:2012, 7.4.5, shall be followed.

7.4.12 ISO/IEC 17065:2012, 7.4.8, shall be followed.

7.4.13 ISO/IEC 17065:2012, 7.4.9, shall be followed.

7.5 Review

ISO/IEC 17

065:2012, 7.5, shall be followed.

7.6 Certification decision

ISO/IEC 17P65:2012, 7.6, shall be followed.

7.7 Certification documentation

ISO/IEC 17065:2012, 7.7, shall be followed.

The certififation documents shall identify in detail the scope of certification(see ISO/IEC 17065:2(12,

3.10),i.e.t
no sub-cat

e certified products and key processes and the applicable sub-categories (and/or catego
bgories) (see Table A.1).

7.8 Dirqctory of certified products

ISO/IEC 17,

7.9 Sury
ISO/IEC 17

7.10 Chai
ISO/IEC 17|

7.11 Terr
ISO/IEC 17,

065:2012, 7.8, shall be followed.

reillance

065:2012, 7.9, shall be followed.

nges affecting certification

065:2012, 7.10, shall be followed.

nination, reduction, suspension or withdrawal of certification

065:2012, 7.11, shallbe followed.

7.12 Records

ISO/IEC 17,

7.13 Com

065:2012y/7.12, shall be followed.

plaints and appeals

ry if

ISO/IEC 17

065:2012, 7.13, shall be followed.

7.14 Special audits

7.14.1 Expanding scope

The certification body shall, in response to an application for expanding the scope of a certification
already granted, undertake a review of the application and determine any audit activities necessary
to decide whether or not the extension may be granted. This may be conducted in conjunction with
surveillance activities if applicable.

18
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7.14.2 Short-notice or unannounced audits

1SO 22003-2:2022(E)

Where the certification body conducts short-notice or unannounced audits the certification body shall:

a)

b)

ISO

describe and make known in advance to the certified clients the conditions under which such audits

will be conducted;

exercise additional care in the assignment of the audit team because of the lack of opportunity for

the client to object to audit team members.

Managementsystemreqtirements

IEC 17065:2012, Clause 8 shall be followed.
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Annex A
(normative)

Classification of food chain categories

The certification body shall use Table A.1 for the following purposes:

or certlified;

of Table A1;

a)

b) identi
c) to ass€
d) to defi
e) toiden
The scope
NOTE |
different ty

of the certi
is susceptib
can be cons
considered

Where a sd

the outcome of the scheme rules shall apply provided that the scheme rules are not less than th

required ir

to defipe the subcategory (or category if no subcategory) within which it wishes to operate;

the subcategories (or category if no subcategory) to which the client’s scope willlhe-aud
ss the auditor and audit team competence given in Annex C within a partijeular subcateg

he the audit duration in accordance with Annex B;

tify the appropriate part of the sector PRPs, if applicable.

bf one specific client organization may cover more than on€ subcategory or category.
Relevant activities within the category H “services”: for operators in the food chain, there are 1
bes of services that can be provided or called upon. Soméofthese services can fall outside the s
ication of products, process and services including anfzaudit of the FSS. If the organization/ser
le to introduce a food safety hazard within the food chain, the service provider and its operat

dered within the scope. If the answer is affirmative, the service provider and its operator(s) ca
ithin the scope.

heme owner has established their ownrrules for determination for categories/subcategot

this annex as a common basis.

Table:A.1 — Food chain categories

ted

ory

any
ope
vice
r(s)

h be

ies,
ose

Cluster? Category Subcategory Examples of included activities
Raising animals (other than fish and
aquaculture) used for meat production,

Farming of egggroductlon, milk production or honey
animals for production.
Al meat/ milk/ Growing, keeping, trapping and hunting
Farming or eggs/ honey (slaughtering at point of hunting).
Primary handling of Associated temporary packing without
production| A animals modification or processing of the product.
Raising fish and seafood used for meat
production.
Farming of fish |Growing, trapping and fishing (slaughtering
All .
and seafood at point of capture).
Associated temporary packing without
modification or processing of the product.

a

certification

NOTE

Clusters can be used for accreditation scope of accredited certification bodies, and for accreditation bodies witnessing

bodies.

“Perishable” can be considered as food of a type or condition such that it can spoil and must be preserved in a
temperature controlled environment.
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Table A.1 (continued)

Cluster? Category Subcategory Examples of included activities
Growing or harvesting of plants (other than
Farming - grains and pulses): horticultural products
Handling of (fruits, vegetables, spices, mushrooms, etc.)
BI plants (other and hydrophytes for food.
than grains and |op farm storage of plants (other than grains
pulses) and pulses), including horticultural prod-
ucts and hydrophytes for food.
i barmlng _ Gl UVVills dlld lldl vcatiug Ufsl dill~ al’ld
Farming or Handling of pulses for food. Handling grains gnd pulses.
B handling of BII .
plants grains and On farm storage of grainsrand pulses for
pulses food.
Activities on harvested plants that do not
transform the product from origipal whole
form, including horticultural proglucts
Pre-process and hydrophytes for food. These nclude
BIIl |handling of cleaning,washing, rinsing, flumifng, sort-
plant products |ing, grading, trimming, bundling) cooling,
hydre=cooling, waxing, drenching, aeration
preparing for storage or processipg, pack-
ing, repacking, staging, storing and loading.
Conversion of animal carcasses ifptended for
Animal - further processing including lairage, slaugh-
Cco Primary ter, evisceration, bulk chilling, bullk freezing,
conversion bulk storage of animals and gamg gutting,
bulk freezing of fish and storage ¢f game.
Processing and packaging including fish,
Processing of  |fish products, seafood, meat, eggg and dairy
perishable requiring chilled or frozen tempgrature
Cl animal control.
products Processing of pet food from animpl products
only.
Processing and packaging including fruits
) ) ) Processing of ~ |and fresh juices, vegetables, graixs, nuts,
Prqcessing food Food, thgredient perishable pulses, frozen water-based prodycts, plant-
for humans and |C and’pet food cil plant-based based meat and dairy substituteg
anifmals processing
products Processing pet food from plant pfoducts

only.

CII

Processing of
perishable
animal and

Processing and packaging including pizza,
lasagne, sandwiches, dumplings 4nd ready-
to-eat meals.

Includes off-site catering kitchens.

1 4
PraiTc

Products (mixed
products)

Includes industrial kitchens not offered for
immediate consumption.

Processing perishable pet food from mixed
products

certification bodies.

NOTE

a  (lusters can be used for accreditation scope of accredited certification bodies, and for accreditation bodies witnessing

“Perishable” can be considered as food of a type or condition such that it can spoil and must be preserved in a
temperature controlled environment.
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Table A.1 (continued)

Cluster2

Category

Subcategory

Examples of included activities

CIvV

Processing of
ambient stable
products

Processing and packaging of products
stored and sold at ambient temperature
including canned foods, biscuits, snacks,
oil, drinking water, beverages, pasta, flour,
sugar and food-grade salt.

Processing ambient stable pet food.

Processing feed material intended for food

Feed and animal
food processing

dlld llUll'lcUUd lJl Udubills dllillla‘lb llUt }\C}J n
households, e.g. meal from grain, oilseeds,
by-products of food production.

Processing feed mixtures, wither.withoyt
additives, intended for food-producing
animals, e.g. premixes, medicated feed,
compound feeds.

Catering/fqod
service

Catering/food
service

Open expose food aetivities such as cook:
ing, mixing and blending, preparation of
components and\products for on-site dirgct
consumer comsumption or take away.
Examplesdnclude restaurants, hotels, food
trucks,dnstitutions, workplaces (school
or factery cafeteria), including retail with
on-site preparation (e.g. rotisserie chickepn).
Includes reheating of food, event catering,
coffee shops and pubs.

Retail, tranjsport

and storagg F

Trading, retail
and e-commerce

FI

Retail/
wholesale

Storage and provision of finished prod-
ucts to customers and consumers (retail
outlets, shops, wholesalers). Includes mirjor
processing activities, e.g. slicing, portionjng,
reheating.

EIl

Brokering/
trading

Buying and selling products on its own
account without physical handling or as dn
agent for others of any item that enters tl
food chain.

@

Trarsport and
storage services

Storage facilities and distribution vehicles
for perishable food and feed where
temperature integrity shall be maintained.

Storage facilities and distribution vehicles
for ambient stable food and feed.

Relabelling/repackaging excluding open
exposed product materials.

Storage facilities and distribution vehiclels
for food packaging material.

Auxiliary ser-
vices

Services

Services provisioned related to the safe
production of food and feed including water
supply, pest control, cleaning services and
waste disposal.

Packaging
material

—_—

Production of
packaging
material

Production of packaging material in contact
with food, feed and animal food.

May include packaging produced on-site for
use in processing.

certification bodies.

NOTE

3 Clusters can be used for accreditation scope of accredited certification bodies, and for accreditation bodies witnessing

“Perishable” can be considered as food of a type or condition such that it can spoil and must be preserved in a
temperature controlled environment.
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Table A.1 (continued)

Cluster? Category Subcategory Examples of included activities
Equipment for food, feed or packaging
Auxiliary . processing, vending machines, kitchen
. ] Equipment : . 3 e
equipment equipment, processing utensils, filters,

hygienic design of equipment and facilities.

Bio/chemical K

Chemical and
bio-chemical

Production of food and feed processing aids
additives (e.g. flavourings, vitamins), gases

and minerals.

D 1 e el A . 1
TTOUUCCIOIT O DI0-CUItures aa enzZymes.

2 |Clusters can be used for accreditation scope of accredited certification bodies, and for accreditation bodié

cerflification bodies.

NOTE “Perishable” can be considered as food of a type or condition such that it can spoil and fust be prj

temperature controlled environment.

s witnessing

eserved in a
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B.1 Au
Audit dura
a) assess
safety
define
b) assess
c) assess
d) assess
manag
e) assess
f) verifie
B.2 Dety
In determ

following 3

a)

b)

d)

f)

g)

h)

j)

k)

24

Annex B
(normative)

Minimum audit duration

it outcome rnn“lrnmnnfc

T U tCUIIIC T o Ui It eIty

Fion shall be justified to accomplish the following audit outcomes:

bs effective implementation (identification and selection if allowed) of managément of food

hazards [this includes hazard analysis and critical control points (HACCP)-and PRPs
1 by the scheme;

bs effective management of the interrelated processes of the FSS;
bs system ability to meet applicable statutory and regulatory reguiréments;

bs the organization’s use of an effective risk-based approach to products and processes
ement of change;

bs whether the requirements of the scheme and of the organization, if any, are met;

5 that the certification scope is appropriate to the’activities of the organization and a

sampling is representative.

rrmining audit duration

ning the audit duration, the certification body shall consider, among other things,
spects:

| as

and

1dit

the

the requirements of the relevant standards or schemes that may be included in, or in addition to,

audit d

the caf

uration;

egories and subcategories given in Table A.1 (if the scope of the organization covers

than

e category, the audit duration calculation shall be taken from the highest recommen|

basic qudit duration);

ore
ded

the complexity ofithe client activities (e.g. number of product and process types, number of product

lines,

umber of people or type and variety of tasks affecting food safety, product development

house |aboratery testing, sanitation) and its FSS;

in-

the hafards associated with the products, processes and services of the organization;

the statutory and regulatory context;

any ou

tsourcing of any activities included in the scope of certification;

the maturity and effectiveness of the FSS, type of audit (e.g. initial, surveillance, unannounced,

follow-

up) and the results of any prior audits;

the site size, infrastructure and number of sites, their geographical locations and seasonality;

the multi-site considerations;

whether audits are combined, joint or integrated;

the audit delivery method (e.g. ICT and the extent used);
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1) the level of centralized control of the FSS;

m) the level of automation, closed production systems, use of technology, mechanization and labour
intensiveness;

n) any language and interpretation needs.

B.3 Calculation of minimum audit duration

B.3.1 General

FSS|audits shall meet the minimum audit duration calculation given in B.3.3 using the re(Iluirements
of Annexes A and B. FSS schemes may design their own categories and audit duratien_caldulations in
excess of Annex B. Where a scheme owner has established their own rules for thé .deterthination of
audjit duration, the outcome of the scheme rules shall apply provided that the schieme rules gre not less
thah those required in this annex as a common minimum.

When determining the number of employees involved in any aspect of food safety, it shall bg expressed
as the number of fulltime equivalent (FTE) employees. When an organization deploys workgqrs in shifts
and| the products and/or processes are similar, the FTE number will be‘calculated based on{employees
on fhe main shift (including seasonal workers) plus non-production staff having an impdct on food
safgty.

In dases of unusually high repetitive shifts or processes,.a*€oherent and consistent reducfion can be
applied on a company-to-company basis within the scope of certification. The determinatfion and its
justiification by the certification body shall be recorded.

Audit duration does not include time for audit plannirig, travel to and from site, audit follow-up activities
if tIere are nonconformities, or team member(s) not assigned as an auditor (i.e. technidal experts,
trapslators, interpreters, observers and auditers-in-training, report writers).

B.3l2 Audit duration calculation for categories A and B
Thg minimum certification audit duration for FSS certification audits of categories A and B shall be:
— |3 hin the simple situationper subcategory;

— |when category Bl is eenibined with category BII], 4 h in the simple situation.

Thg minimum of 3 h-duration shall apply to the simple circumstances (one location, one or|few crops,
simple machineryfew workers, subsequent audit, documentation is well organized, etc.). In ¢xceptional
cirqumstances, the scheme owner may define additional criteria for further reductions of audit duration
where justified(

In additign-to the factors given in Clause B.2, primary production factors that can increase th¢ minimum
of 3| hrare different types of growing, harvesting or handling methods.

When the scheme requirements encompass other interrelated elements [e.g. good agricultural practice
(GAP), agronomic] audited in conjunction with the FSS, these shall be included in the minimum audit
duration.

In the case of producer group members certification, the minimum duration of the management system
audit for the group (i.e. central function) shall be 6 h. It is possible that producer group members have
audits of shorter duration than 3 h depending on the complexity of the farming situation.

NOTE “Group certification” entails certification of group of individual producers who are members of the
group. The certificate holder is a single legal entity, which operates as a central function overseeing the group
members. The members of the group are individual producers who are each responsible for their own farming
operations. As members of the group, the individual producers have a contractual relationship with the legal
entity that holds certification for the group.
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B.3.3 Audit duration calculation for categories C through K

For categories C through K, the minimum certification audit duration for FSS certification audits shall
be D, expressed in days, which is calculated, considering Table B.1:

Dg=(Tp + Ty + Trr)/2

where

D is the total audit duration;

S

Ty s the basic site audit duration for (sub) category and scope of certification (includes ene

HACCP study), in days;

Ty s the number of site audit days for additional HACCP studies;

Tprg s the number of site audit days per number of FTE employees.

Table B.1 — Variables for calculation of minimum audit duration

Category or | Basic site audit | Number of audit days | Effective number
subcategory| duration, in for each additional FTE
audit days HACCP study
Tp Ty Tprg
co 2,0 0,50
Cl 2,0 0,50
ClI 2,0 0,50
CIII 2,0 0,50 1to5=0
CIv 2,0 0,50 6t049=0,5
b L0 0,50 50t099=1,0
E 1,5 0,50
100t0199=1,5
FI 1,0 0,50
FlI 10 00,5 200 to 499 =2,0
G 15 0,25 500t0999 =2,5
H 1,5 0,25 >1000=3
[ 1,5 0,50
J 1,5 0,50
K 2,0 0,5

If there arp multiple categories or subcategories, use the category or subcategory with the higl
Tp value :Io determine D.. The combined parameters (HACCP study, FTE) for all the categor
ies’shall be used when calculating the audit duration.

subcatego

hest
ies/

The resulting audit duration using the factors in Clause B.3 and Table B.1 shall be justified and

documented.

A minimum 50 % of total audit duration shall be spent on auditing the operational food safety planning
and the implementation of PRPs and control measures.

NOTE Operational food safety planning does not include activities related to FSS development, training,
internal audit, management review and improvement.
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