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Foreword

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

Requirements for an FSMS can originate from a number of sources. This Technical Specification has
been developed to assist in the certification of FSMS that fulfil the requirements of ISO 22000. The

contents of this Technical Specification can also be used to support certification of FSMS that are based
on,ather sets of cnpr‘lﬁpd ESMS requirements

Th||s Technical Specification is intended for use by bodies that carry out audit and certificatia
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providing generic requirements for such bodies. Such bodies are referred to as certificati

chnical Specification is intended to be used by anybody involved in the assessment of FSMS
used to support other types of food safety certifications based on a combination of ISO/IEC
/1EC 17065.

rtification activities involve the audit of an organization’s FSMS. Theform of attestation of c
hn organization’s FSMS to a specific FSMS standard (e.g. ISO 22000) or other specified req

is pormally a certification document or a certificate.
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thin the wider organization.

rironmental management systems or occupational“hrealth and safety management syst
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Food safety management systems — Requirements for
bodies providing audit and certification of food safety
management systems
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whiich engage in direct recognition of certification bodies to certify that an FSMS complies with ISO 220
itsfrequirements could also be useful to other parties involved in the conformity assessment of such c
bodglies, and in the conformity assessment of bodies that undertake to certify the compliance of FSMS w
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references, the latest edition of the referenced document (including any amendments) applieg.

IS(

Scope

|is Technical Specification defines the rules applicable for the audit and certification of'af
nagement system (FSMS) complying with the requirements given in ISO 22000 ((or’ oth
pcified FSMS requirements). It also provides the necessary information and confidence to

but the way certification of their suppliers has been granted.

rtification of FSMSisathird-party conformityassessmentactivity (asdescribedinISO/IEC 17
), and bodies performing this activity are third-party conformity assessmeént bodies.

TE1 Inthis Technical Specification, the terms “product” and “service”areused separately (in co
definition of “product” given in ISO/IEC 17000).

TE 2  This Technical Specification can be used as a criteria docuhént for the accreditation or peer {
certification bodies which seek to be recognized as being competent to certify that an FSMS con
22000. It is also intended to be used as a criteria document by regulatory authorities and industr

itional to, or other than, those in ISO 22000.

MS certification does not attest to the safety or fitness of the products of an organizati
food chain. However, ISO 22000 requirés an organization to meet all applicable food-safe
tutory and regulatory requirements.through its management system.

TE 3  Certification of an FSMS adcording to ISO 22000 is a management system certification, no
tification.

ner FSMS users can use the)concepts and requirements of this Technical Specification pro
requirements are adapted as necessary.
Normativeréferences

e following referenced documents, in whole or in part, are normatively referenced in this
] are indispensable for its application. For dated references, only the edition cited applies. Fd
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22000:2005, Food safety management systems — Requirements for any organization in the|

food chain

ISO/IEC 17000:2004, Conformity assessment — Vocabulary and general principles

ISO/IEC 17021:2011, Conformity assessment — Requirements for bodies providing audit and certification
of management systems

3

Terms and definitions

For the purposes of this document, the terms and definitions given in ISO/IEC 17000, ISO/IEC 17021,
[SO 22000 and the following apply.
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31

hazard analysis and critical control point

HACCP

system which identifies, evaluates and controls hazards which are significant for food safety
[SOURCE: Codex Alimentarius Food Hygiene Basic Texts,[12] modified]

3.2

food safety management system

FSMS

set of interrelated or interacting elements to establish policy and objectives and to achieve those

3 3 . e o | 4o 1 - dn el . £ | b
ob]ectlvea, USTU O UITTCt altt COMtIOT alT OT ganTZationr WItIT Tegart tO 100U salcty

Note 1 to eptry: See ISO 9000:2005, 3.2.1, 3.2.2 and 3.2.3.

Note 2 to eptry: In this Technical Specification, “food safety management system” replaces the term-‘managempnt
system” used in ISO/IEC 17021.

3.3
competence
ability to apply knowledge and skills to achieve intended results

4 Pringiples

and descrjptive requirements in this Technical Specification. This Technical Specification does not gjve
specific r¢quirements for all situations that can occur. These principles should be applied as guidance
for the deg¢isions that may need to be made for unanticipated §ituations. Principles are not requirements.

The princjples of ISO/IEC 17021:2011, Clause 4, are the basis for the.subsequent specific performaIce

NOTE Annex E has been included to address the needs.of\parties interested both in FSMS and food product
certificatign.

5 Gengéral requirements

5.1 General
The requifements of ISO/IEC 17021:2011, Clause 5, apply.

5.2 Management of impartiality

FSMS conpultancy shall‘not be provided by either the certification body or any part of the same legal
entity.

6 Structuralrequirements

The requi ements of TQﬂ/TF‘(‘ 17021:201 1’ Clause. E’ app]y

7 Resource requirements
7.1 Competence of management and personnel

7.1.1 General considerations

The requirements of ISO/IEC 17021:2011, 7.1.1, apply.

2 © IS0 2013 - All rights reserved
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The technical areas referred to in ISO/IEC 17021:2011, 7.1.1, shall be those categories identified in
Annex A. The functions of certification for which competence shall be identified are those given in

Annex C.

7.1.2 Determination of competence criteria

The requirements of ISO/IEC 17021:2011, 7.1.2, apply.

The competence criteria included in Annex C shall form the basis for the criteria developed for each
category. Competence criteria can be generic or specific. The competence criteriain ISO/IEC 17021:2011,

Anrex4;shattbeconsideredtobe gemeric:

NOTE1 The competence criteria identified in Annex C are food safety related criteria for c€rtifid
personnel. The certification body can identify specific competences required for the identified ¢atego
eagh certification function.

ation body
[ies and for

NOTE 2  Annex D provides guidance to the certification body on many of the generie certification functions

identified in ISO/IEC 17021:2011, Annex A, for which competence criteria need to-be'determined foj
inviolved in the audit and certification of an FSMS.

NOTE 3  Qualification(s) and experience can be used as part of the criteriaghowever, competence isn
thgse alone, as it is important to ensure that a person can demonstrate the ability to apply the specific
andl skills that one would expect a person to have after completing a qualification or having a certain
industry experience.

7.1.3 Evaluation processes
The requirements of ISO/IEC 17021:2011, 7.1.3, apply

Evhluation processes shall evaluate, in particular, the individual’s knowledge relating to fq
indqluding knowledge of specific prerequisite programmes (PRP) and food safety hazards rel3
cafegories within which the certification body personnel operate. These shall have been ide
the¢se categories under the requirements of 7.1.2.

NO[TE ISO/IEC 17021:2011, 7.1.3/Tequires the certification body to demonstrate the effective
evdluation methods used to evaluate“personnel against identified competence criteria. ISO/IEC 1
Anpex B, contains five examples ofmethods of evaluation.

7.1.4 Other considerations

The requirements of [SO/IEC 17021:2011, 7.1.4, apply.

7. Personnelinvolved in the certification activities

Th requirements of ISO/IEC 17021:2011, 7.2, apply.

personnel

bt based on
knowledge
amount of

od safety,
ted to the
ntified for

hess of the
7021:2011,

7.3 CUse of individual external auditors and external technical advisors

The requirements of ISO/IEC 17021:2011, 7.3, apply.

7.4 Personnel records

The requirements of ISO/IEC 17021:2011, 7.4, apply.

7.5 Outsourcing

The requirements of ISO/IEC 17021:2011, 7.5, apply.

© IS0 2013 - All rights reserved
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8 Information requirements
The requirements of ISO/IEC 17021:2011, Clause 8, apply.
The certification documents shall identify in detail what activity is certified, referring to categories and

subcategories (see Table A.1).

9 Process requirements

9.1 GerneralTequirenrents

9.1.1 THhe certification body shall use Annex A to define the relevant scope for the organizationapplyjng
for certifi¢ation. The certification body shall not exclude activities, processes, products or séryices frpm
the scope [of certification when those activities, processes, products or services can have an-influence|on
the food spfety of the end products as defined in the scope of certification.

9.1.2 The certification body shall have a process for choosing the audit day, time and season, so that
the audit feam has the opportunity of auditing the organization operating on a representative number of
product lines, categories and subcategories covered by the scope of certification.

9.1.3 THhe requirements of ISO/IEC 17021:2011, 9.1.1 to 9.1.3, apply:

9.1.4 THhe requirements of ISO/IEC 17021:2011, 9.1.4, apply.

The certifjcation body shall have documented procedures fordetermining audit time, and for each clignt,
the certification body shall determine the time needed te plan and accomplish a complete and effectjve
audit of the client’s FSMS. The audit time determined by'the certification body, and the justification ffor
the determination, shall be recorded.

9.1.5 F(qr the certification of multi-site organizations, 9.1.5.1 to 9.1.5.4 apply.

NOTE This subclause (9.1.5) is intended to-apply only to operations directly affecting food safety, and nof to
exclusivelyladministrative sites.

9.1.5.1 A multi-site organization“is an organization having an identified central function (hereafter
referred t as a central office ~ but not necessarily the headquarters of the organization) at which certhin
FSMS actiyities are planned, controlled or managed, and a network of sites at which such activities are
fully or palrtially carried out’Examples of possible multi-site organizations are:

— organizations pperating with franchises;

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

— servig¢e-organizations with multiple sites offering a similar service;

— organizations with multiple branches.

9.1.5.2 The certification body can certify a multi-site organization under one management system,
providing that the following conditions apply:

a) all sites are operating under one centrally controlled and administered FSMS as defined in
IS0 22000:2005, Clause 4, or equivalent for other FSMS;

b) aninternal audit has been conducted on each site within one year prior to certification;
c) audit findings of the individual sites shall be considered indicative of the entire system and

correction shall be implemented accordingly.

4 © IS0 2013 - All rights reserved
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9.1.5.3 The use of multi-site sampling is only possible for categories A, B, E, F and G (see Table A.1)
and for organizations with more than 20 sites operating similar processes within these categories. This
applies to the initial certification, to surveillance and to recertification audits. The certification body shall
justify its decision on sampling for multi-site certification.

Where multi-site sampling is permitted, following certification, the annual internal audit programme
shall include all sites of the organization.

NOTE Risk is another consideration when determining sampling and can increase the level of sample
indicated in Table 1.

9.1;5.4 Where the certification body offers multi-site sampling, the certification body ,shajl utilize a
sampling programme to ensure an effective audit of the FSMS where the following apply.

a) | For organizations with 20 sites or less, all sites shall be audited. The sampling for, more than 20 sites
shall be at the ratio of 1 site per 5 sites. All sites shall be randomly selected-and, after the audit, no
sampled sites may be nonconforming (i.e. not meeting certification thresholds for ISO 22p00).

b) | Atleast annually, an audit of the central office for the FSMS shall be performed by the ceftification
body.

c) | Atleast annually, surveillance audits shall be performed by the certification body on th¢ required
number of sampled sites.

d)| Auditfindings of the sampled sites shall be considered ifidicative of the entire system and ¢orrection
shall be implemented accordingly.

Table 1 gives examples of the number of sites to audittwhen sampling is used.

Table 1 — Examples of the number of sites'to be audited when multi-site sampling i5 used

Total number of sites
Number
of sites\to
be audited 21 22 23 24 25 26 27 28
between 1
and 20
Number of sites above 20 0 1 2 3 4 5 6 7 8
Ad{litional number of sites to audit 0 1 1 1 1 1 2 2 2
Nufmber of sites to be audited X 21 21 21 21 21 22 22 22

9.1.6 The requiréments of ISO/IEC 17021:2011, 9.1.6 to 9.1.9, apply.
9.1.7 Auditreport: the requirements of ISO/IEC 17021:2011, 9.1.10, apply.

9.1.8" The certification body shall provide a written report for each audit. The audit team may identify
opportunities for improvement, but shall not recommend specific solutions. Ownership of the audit
report shall be maintained by the certification body.

The report shall include information about PRP used by the organization, hazard analysis methodology
used, comments on the food safety team, and other issues relevant to the FSMS.

NOTE The stage 1 documented conclusions do not need to meet the full requirements of a report (see
ISO/IEC 17021:2011, 9.1.10).

9.1.9 The requirements of [ISO/IEC 17021:2011, 9.1.11 to 9.1.15, apply.

© IS0 2013 - All rights reserved 5
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9.2 Initial audit and certification

9.2.1 Application

The requirements of ISO/IEC 17021:2011, 9.2.1, apply.

The certification body shall require the applicant organization to provide detailed information

concernin

9.2.2 A

g process lines, HACCP studies and the number of shifts.

plication review

The requi

9.2.3 Injitial certification audit

The initia
9.2.3.1
9.2.3.1.1
9.2.3.1.2
an unders
reviewing]
a) the of
custo
b) the F
organ
(coml
c) relevy
d) the F§
e) the F§
f) thevd
to the
g) the F{
suppl
h) there
to be

rements of [SO/IEC 17021:2011, 9.2.2, apply.

certfication audit of an FSMS shall be conducted in two stages: stage 1 and-stage 2.
btage 1
The requirements of ISO/IEC 17021:2011, 9.2.3.1.1, apply.

The objectives of the stage 1 are to provide a focus for planhing the stage 2 audit by gain
tanding of the organization’s FSMS and the organization’s/state of preparedness for stage 2
the extent to which:

mer and certification scheme requirements),

ization’s food safety hazards, and subsequent selection and categorization of control measu
inations),

nt food safety legislation is implemented,

MS is designed to achieve the‘organization’s food safety policy,

MS implementation pragramme justifies proceeding to the audit (stage 2),

requirements ofthe FSMS standard,

bMS documents and arrangements are in place to communicate internally and with relev

ers, customers and interested parties, and

bbtained in advance.

Ing
by

ganization has identified PRP that are appropriaté‘to the business (e.g. regulatory, statutdry,

bEMS includes adequate processes and methods for the identification and assessment of the

res

lidation of control fneasures, verification of activities and improvement programmes confofm

hnt

is anyvadditional documentation which needs to be reviewed and/or information which neg¢ds

Where an organization has implemented an externally developed combination of control measures, the
stage 1 shall review the documentation included in the FSMS to determine if the combination of control

measures

— is suitable for the organization,

— was developed in compliance with the requirements of ISO 22000, and

— is keptup to date.

The availability of relevant authorizations shall be checked when collecting the information regarding

the compl

iance to regulatory aspects.
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9.2.3.1.3 For FSMS, the stage 1 shall be carried out at the client’s premises in order to achieve the

objectives stated above.

In exceptional circumstances, part of stage 1 can take place off-site and shall be fully justified. The
evidence demonstrating that stage 1 objectives are fully achieved shall be provided. Exceptional

circumstances can include very remote location, short seasonal production

9.2.3.1.4 The requirements of ISO/IEC 17021:2011, 9.2.3.1.2, apply.

The client shall be informed that the results of the stage 1 may lead to postponement or cancellation of

the¢stage 2:

9.4.3.1.5 Any part of the FSMS that is audited during the stage 1 audit, and determined
implemented, effective and in conformity with requirements, may not need to be recaudited
stallge 2 audit. However, the certification body shall ensure that the already audited parts of
tinue to conform to the certification requirements. In this case, the audit report shall inc
findings and shall clearly state that conformity has been established during the stage 1 audit.

co

9.4.3.1.6 The requirements of ISO/IEC 17021:2011, 9.2.3.1.3, apply.

alpnger interval is needed.

9.4.3.2 Stage 2
The requirements of ISO/IEC 17021:2011, 9.2.3.2, apply.

9.2.4 Initial certification audit conclusions

The requirements of ISO/IEC 17021:2011, 9:2.4, apply.

9.4.5 Information for granting initial certification

The requirements of ISO/IEC 17021:2011, 9.2.5, apply.

9, Surveillance activities

The requirements of ISO/IEC 17021:2011, 9.3, apply.

9.4 Recertification

The requiréments of ISO/IEC 17021:2011, 9.4, apply.

9.5 . Special audits

Thf interval between stage 1 and stage 2 shall not be longer than 6 months. Stage 1 shall be 1

[0 be fully
Huring the
the FSMS
ude these

epeated if

The requirements of ISO/IEC 17021:2011, 9.5, apply.

9.6 Suspending, withdrawing or reducing the scope of certification

The requirements of ISO/IEC 17021:2011, 9.6, apply.

9.7 Appeals
The requirements of ISO/IEC 17021:2011, 9.7, apply.

© IS0 2013 - All rights reserved
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9.8 Complaints
The requirements of ISO/IEC 17021:2011, 9.8, apply.

9.9 Records of applicants and clients

The requirements of ISO/IEC 17021:2011, 9.9, apply.

10 Management system requirements for certification bodies

The requifements of ISO/IEC 17021:2011, Clause 10, apply.

© ISO 2013 - All rights reserved
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Classification of food chain categories

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

:2013(E)

a)
b)

)
d)
e)
f)

g)
Th

NO
ref]

NO|
dif]
the
filt

Ift
be

to define the scope within which it wishes to operate;

to identify whether any technical qualification of its auditors is necessary for|that
category;

to assess the auditor competence within a particular category;
to assess the audit team competence within a particular subcategory;
to define the audit duration in accordance with Annex B of this Téehnical Specification;

to identify the appropriate part of the ISO/TS 22002 seriespif applicable, for the assé
compliance with ISO 22000:2005, 7.2;

to define the scope of certification document at subcategory level.
e scope of one specific client organization may cover more than one category or subcatego

TE1 When selecting appropriate PRP, reference is first made to the ISO/TS 22002 series; su
brence could be made to other sources, such as Godex Alimentarius Commission. See ISO 22000:20

TE2 Relevant activities within the “serwvices” category: for operators in the food chain, therg
ferent types of services that can be provided or called upon. Some of these services can fall outside f]
FSMS. In order to determine which ser¥ices are within the scope, the following two questions prov
er for determining the relevance to(the FSMS:

Is the organization/service susceptible to introduce a food safety hazard within the food chain?
Has the organization/setvice provider decisive influence and authority on the food related proce

he answer is affirmativeto at least one of the two questions above, the service provider and its oper
considered within'thescope.

particular

ssment of

y.

bsequently,
D5, 7.2.3.

are many

he scope of
de a useful

5ses?

ator(s) can
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Table A.1 — Food chain categories

Cluster 2 Category Subcategory Examples of included activities
Al Raising animals (other than fish and seafood) used
for meat production, egg production, milk production
Farming of Animals or honey production
If_;)r Meat/ Milk/ Eggs/ Growing, keeping, trapping and hunting (slaughtering
oney . .
at point of hunting)
Farming of Ani- . .
A mals Associated farm packing b and storage
All Raising fish and seafood used for meat production
) Farming of Fish and Growing, trapping and fishing (slaughtering at poipt
Farming Seafood of capture)
Associated farm packing b and storage
BI Growing or harvesting of plants (othef than grains|
Farming of Plants (other and pulses): horticultural products(fruits, vegetables,
than grains and pulses) spices, mushrooms, etc.) and hydsophytes for food
B |Farming of Plants Associated farm packing b and storage
BII Farming of Grains and Growing or harvesting ofigrains and pulses for fool
Pulses Associated farm packing® and storage
CI |Processing of perishable | Production of animal products including fish and
animal products seafood, meat,.€ggs, dairy and fish products
CII |Processing of perishable | Productionof plant products including fruits and
plant products fresh juices, vegetables, grains, nuts, and pulses
CIII |Processing of perish- Preduetion of mixed animal and plant products
¢ |Food Manufac- able animal and plant  |inchiding pizza, lasagne, sandwich, dumpling, ready-
turing products(mixed prod-  [t0<eat meals
Food and feeld process- ucts)
ng CIv Production of food products from any source that 4re
Processing of ambient |stored and sold at ambient temperature, including
stable produets canned foods, biscuits, snacks, oil, drinking water,
beverages, pasta, flour, sugar, food-grade salt
DI 3 Production of feed from a single or mixed food
Production of Feed . . :
Animal Feed source, intended for food-producing animals
D .
Production DII . Production of feed from a single or mixed food
Production of Pet Food . . .
source, intended for non-food producing animals
Preparation, storage and, where appropriate, delivery
Catering E |Catering of food for consumption, at the place of preparatiof
or at a satellite unit
FI . Provision of finished food products to a customer
Retail / Wholesale (retail outlets, shops, wholesalers)
F |Djstribution FII Buying and selling food products on its own accoupt
Food Broking / Trading |©Fasan agent for others
Associated packaging ¢
Retail, transportand GI |Provision of Transport |Storage facilities and distribution vehicles for the
storage and Storage Services storage and transport of perishable food and feed
for Perishable Food and . .
Provision of Feed Associated packaging ¢
G |Transportand
Storage Services GIT [ PTOVISION Of ITansport | Storage facilities and distribution venicies for the
and Storage Services storage and transport of ambient stable food and feed
for Ambient Stable Food . -
and Feed Associated packaging
a  (Clusters are intended to be used for accreditation scope of accredited
certification bodies, and for accreditation bodies witnessing certification bodies.
b “Farm packing” means packaging without product modification and processing.
¢ “Associated packaging” means packaging without product modification and processing and without altering the primary
packaging.
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Table A.1 (continued)

:2013(E)

patkaging.

Cluster 2 Category | Subcategory Examples of included activities
Provision of services related to the safe production
H |Services of food, including water supply, pest control, cleaning
services, waste disposal.
Auxiliary services 1 Production of Food Packaging and Packaging Production of food packaging material
Material
. . Production and development of food processing
J |Equipment manufacturing . . )
equipment and vending machines
Production of food and feed additives, vitamins,
minerals, bio-cultures, flavourings, enzymes and
Bidchemical K |Production of (Bio) Chemicals processing aids
Pesticides, drugs, fertilizers, cleaning ag¢nts
a | Clusters are intended to be used for accreditation scope of accredited
certification bodies, and for accreditation bodies witnessing certification bodies.
b “Farm packing” means packaging without product modification and processing.
¢ “Associated packaging” means packaging without product modification and processing and without altering he primary

© IS0 2013 - All rights reserved
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Annex B
(normative)

Minimum audit time

B.1 Gemerat

In determining the audit time needed for each site, as required in 9.1.4, the certification bddy sHall
consider the minimum on-site duration for initial certification given in Table B.1.

The minirthum time includes stage 1 and stage 2 of the initial certification audit (see 9.2.3) but does ot
include tT time for preparation of the audit nor for writing the audit report.

In order t¢ avoid duplication where another relevant management system is in place and certified by the
same certffication body, additional time is not required (see Table B.1). In the'case of a combined audit
involving the FSMS, a reduction of the audit time can be implemented if justifiéd and documented.

NOTE1 |Relevant management system means a quality or food safety systein which covers the same processes,
products ahd services.

The minirthum audit time is established for the audit of an FSMSxwhich includes only one HACCP stuldy.
A HACCP $tudy corresponds to a hazard analysis for a family ofproducts/services with similar hazards
and similgr production technology and, where relevant, simildr storage technology.

The minignum time for on-site auditing of the productiand/or service realization of the organizat{on
shall be 50 % of the total minimum audit time (appliesto all type of audits).

NOTE 2  |Product and service realization processes do not include activities related to FSMS developmént,
training, cgntrol, audit, review and improvement.

The number of auditors per audit day shall take into consideration the effectiveness of the audit, the
resources|of the organization being audited as well as the resources of the certification body.

Where additional meetings are nlecessary, e.g. review meetings, coordination, audit team briefing,|an
increase ih audit time may be required.

The number of employees inyolved in any aspect of food safety shall be expressed as the number of fiill-
time equipalent employees (FTE). When an organization deploys workers in shifts and the produgts
and/or prpcesses are-similar, the FTE number will be calculated based on employees on the main shift
(including seasonal workers) plus office workers.

Certain cqtegori€s are subject to multi-site sampling (see 9.1.5.2) and this may be taken into accoiint
when calqulating the audit time.

Where sampling of sites is allowed, the sample of sites shall be selected before applying the audit
duration calculation. Therefore audit duration calculations shall be applied to each site in accordance
with the requirements of this annex and Table B.1.

If the scope of one specific client organization covers more than one category, the audit-time calculation
shall be taken from the highest recommended basic audit time. Additional time is required for each
HACCP study (i.e. a minimum of 0,5 audit day for each HACCP study).

Other factors may necessitate increasing the minimum audit time (e.g. number of product types, number
of product lines, product development, number of critical control points, number of operational pre-
requisites programmes, building area, infrastructure, in-house laboratory testing, need for a translator).
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B.2 Calculation of minimum initial certification audit time

B.2.1 The minimum audit time for a single site, T, expressed in days, is calculated as follows:
Ts=(Tp+ Ty + Tms + TFTE)
(B.1)

where

Tp isthe basic on-site audit time in davs:
y Y-S

TH is the number of audit days for additional HACCP studies;
TMs is the number of audit days for absence of relevant management system;

Trrg  is the number of audit days per number of employees.

B.2.2 The audit time for each site in addition to the main site, is calculated according to Table B.1 with
a minimum of 1 audit day per site. When properly documented and justified, a reduction can b¢ made for
a less complex organization measured by number of employees, size-of the organization and/¢r product
volume or within categories having a Ts time of less than 1,5 audit days.

Table B.1 — Minimum initial certification audit time

Basic on-site audit dNun;ber oflz;ugiit__ ]:gglel:lengfil;ggfqzzigr Number of audit days per Hor each
Cdtegorya | time, inaudit days tif:z’)?al(])-{[\eggP :tudly evant mcanagemelnlt system number of employees addftional site
To T Tus Torn visited
A 0,75 0,25 1t019=0
B 0,75 0,25 20t049=0,5
C 1,50 0,50 50t079=1,0
D 1,50 0,50 80to199=1,5
E 1,00 0,50 200to499=2,0
F 1,00 0,50 0,25 500 t0 899 = 2,5 50 jof minium
G 1,00 0,25 900to 1299=3,0
H 1,00 0,25 1300to1699=3,5
I 1,00 0.25 1700t02999=4,0
] 1,00 0,25 3000to5000=4,5
K 1,50 0,50 >5000=5,0
a | See AnnexA.

B.3 Calculation of minimum surveillance and recertification audit time

The minimum surveillance audit time shall be one-third of the initial certification audit time, with a
minimum of 1 audit day (0,5 audit day for categories A and B). The minimum recertification audit time
shall be two-thirds of the initial certification audit time, with a minimum of 1 audit day (0,5 audit day
for categories A and B). When properly documented and justified, a reduction to the minimum can be
made in a less complex organization measured by number of employees, size of the organization and/or
product volume or within categories having an initial minimum audit time of less than 1,5 audit days.
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Annex C
(normative)

Required food safety management system (FSMS) competence

Table C.1 specifies the FSMS competence for certification body personnel for specific certification

functions[ This specilic competence 1s
ISO/IEC 17021:2011, Table A.1.

The certifjcation body shall identify specific knowledge and skills in relation to the food chain categor
consistent with the general competence identified in Table C.1, i.e. specific knowledge\in terms

additional

to the generic competence

1dentiried

in

ies
of

products, processes and services relevant to the food chain category. Personnel involved'in competence

evaluation shall have, as a minimum, equivalent competence to the functions being evaluated.

Table C.1 — Required FSMS competence

Competence

(knowledge and skills)

Fun¢tion

Application
review

Audit
team
selection

Audit plan-
fiing'activities

Auditing
activities

Certificati
decision|

pn

1. Ability to 4pply the application review requirements
in ISO/IEC 17021, this Technical Specification, specific

— multisite $ampling requirements and their application;
— audit durdtion requirements and their application;
— evaluate fjumber of applicable HACCP studies;

— ability to ¢ategorize an organization into a food cat-
egory and supcategory, in accordance with Annex A.

scheme ruleq and certification body procedures, including:

2. Ability to identify relevant to food chain category(ies):
— PRP;
— food safetly hazards;

— legal requfirements;

3. Ability to dletermine if there are:

— any specific seasonality factors related to the organiza-
tion and its fpod category or produets;

— specific cgltural and social’customs related to the cat-
egories and geographic areas,te be assessed;

— specific fqctors requiredto audit the FSMS, food prod-
uct, process pr service.

4. Ability to identify the competence required for the audit
team, in accqrdatice with this table and certification body

procedures.

5. Ability to develop an audit plan that ensures:

— audit team members audit those product and processes
that they are technically competent to audit;

— audit time is optimized;

— audit objectives defined in this Technical Specification
can be realized;

— specific FSMS scheme requirements are met.

a  Jtis not expected that the certification decision function requires competence specific to the food chain category.
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Competence

(knowledge and skills)

Function
Application ?::r:nt Audit plan- Auditing Certification
review . ning activities | activities decision
selection

6. Ability to interpret and apply normative documents
relevant to the scope of certification sought and the food
chain category (see Annex A), e.g. ISO 22000, ISO/TS 22002
and/or other scheme certification standards. Knowledge
shall include all normative references and their technical
terms and definitions.

7. Ability to identify:

— food-borne microbiological hazards;
— themical hazards;

— physical hazards;

— pllergens;

— food safety labelling requirements;
— food safety regulations

thqt are relevant to the food chain category (see Annex A)
andl their recognized control mechanisms.

Abllity to evaluate the organization’s capacity to identify
and meet applicable (country of production/country of
dedtination) food safety regulation and labelling require-
mepts.

a | Itis not expected that the certification decision function requjres competence specific to the food chain category.

© IS0 2013 - All rights reserved
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Table C.1 (continued)
Function
Competence Audit
Lo udi . . e
(knowledge and skills) Appll(fatlon team .Audlt ]?lqn_- Aufll_tlpg Certlf_lc_atlon
review selection |Mingactivities | activities decision

the food chai

— Hazard an

8. Ability to apply FSMS, HACCP, hazard assessment and
hazard analysis principles as interpreted by ISO 22000, in

n category, including:

— Food safety policy requirements;

alysis methodologies:

— Verificati
— FSMS play

— Therole o
regulation a

— Food safe
competence

— Selection
— Establish
— Validation]

— Verificati

— Food testi
accreditatio
results;

— Managem

— Withdraw
tion, country
reporting re

— Calibratio

— Traceabili
regulatory);

— Communi
— Managem
— Emergengd
— Intention
— Competen

— Training;

— Complain

n of the effectiveness of hazard analysis;
ning requirements;

f customer specification and government
an input into hazard analysis;

y team formation and function, including
hnd authorities required;

bf appropriate control measures;
ent of acceptable limits;
methodologies;

n measures;

— FSMS updpting requirements;

Ing methodologies, and the role of laboratory
h in providing confidence in laboratory test

bnt of non-conforming product;

al and Recall procedures (country of produc-
of destination), including any regulatory
Juirements;

h requirements for measurement equipment;

ty requirements (e.g. standard, customer,

Fation (internal and external);
bnt responsibility;

ly preparedness;

| contamination;

ce of personnel;

— Supplier splection and mapagement;

S.

a  Jtisno

expectedithat the certification decision function requires competence specific to the food chain category.
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Competence

(knowledge and skills)

Function

Application
review

Audit
team
selection

Audit plan-
ning activities

Auditing
activities

Certification
decision

9. Ability to apply food chain category and subcategory
practices and vocabulary in relation to:

— Food chain relationships;

— Best practice with respect to PRP, OPRP, CCP;

— [ommon food chain processes;

— Production technologies and processing terms;
— Lommon equipment;

— Facility design;

— Packaging types and attributes;

— Microbiological terms and names;

— Lhemical terms and names;

— [ood laboratory practices;

— Local terminology.

10JAbility to apply the requirements for reporting in ISO/
IEQ 17021 and this Technical Specification, and any CAB
andl/or FSMS scheme reporting requirements.

a | Itis not expected that the certification decision function requires competence specific to the food chain category.
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D.1 Gemerat
This annd

functions
involved i

D.2 Apj

D.3 Sel

D.4 Planningaudit activities

18

Annex D
(informative)

Guidance on generic certification functions

Deter

operadtions (e.g. accreditation, regulatory authorization, etc.).

Deter
organ

Deter]
Deter
Calcu
Creat

Finali

Deter
numb

Deter

Revie

x provides useful guidance to the certification body on many of the generic certificat
identified in ISO/IEC 17021:2011, Annex A, for which competence criteria for p€rson
h audit and certification of an FSMS should be determined.

plication review

mine if proposed certification (contract) fits within scope of the certification body’s scops

mineifthereare specificissuestobe considered (issues specific tolocality, industry, legislati
ization, etc.)

mine if there are multisite issues

mine if there are seasonality issues

ate the audit duration or duration of combined‘or integrated audit durations
e a certification agreement/contract

ze certification agreement/contract-with client

pction of audit teams

mine resource needs (€.g. competencies, number of auditors based on audit duration 3
er of categories, technical experts, interpreters)

mine if competentresources (e.g. auditors, technical experts) are available

w resource (e.g. auditor) selection for impartiality

on
nel

of

on,

nd

Verif

the scope of the audit

Review history of facility to be audited

Confirm resource needs

Confirm travel plans

Develop or confirm audit strategy and methodology

Assign audit team roles, responsibilities and activities

Develop audit plan, including sampling plan

Review audit logistics
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Consider results of any previous audits and corrective actions
Consider any regulatory requirements

Plan audit team meetings

D.5 Auditing

D.5.1 Conduct document review

Obtain program documentation

Review documentation against requirements

Verify the organization’s management system

Determine if organization’s documents meet requirements or identify noniconformities
Establish investigative lines for Stage 2 audit

Confirm readiness for Stage 2 audit

.5.2 Conduct opening meeting

Confirm certification scope

Review audit criteria/methodology and explain outcome (e.g. audit as sampling, process
Establish communication channels

Identify guides/escorts

Confirm reporting method

Identify food safety and security-requirements

Confirm audit plan

Reaffirm time of closingmeeting

Complete meetingrecords

.5.3 Collecting and verifying information

Verify process flow chart

Assess effectiveness of implementation of control measures and processes

Verify effectiveness of corrective actions of previous non-conformities/deficiencies

hpproach)

Perform process approach audit

D.5.4 Preparation for closing meeting

Hold audit team preparatory meeting (if required)
Analyse audit findings and compare to requirements

Confirm completion of audit plan

Categorize, review and finalize any non-conformities and opportunities for improvement and relate

them to the process and the system

© IS0 2013 - All rights reserved
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— Prepare preliminary audit report

D.5.5 Conduct closing meeting

— Prese

nt and review audit findings (non-conformities and/or opportunities for improvement)

— Confirm objectives of audit have been met

— Provide positive feedback

— Expla

in next steps (e.g. appeals, post-audit processes, certification decision-making timeline)

— Obtaih written acknowledgement of non-conformities

— Complete meeting records

D.5.6 Fi

— Descr
oppol

— Incor
— Descr
— Judge

— Finali

alize audit report

ibe findings against certification standard ‘s requirements (e non-conformit
tunities for improvement)

borate comments of competence and conformity
ibe final audit conclusions
effectiveness of corrective actions (when required)

ze audit report

D.5.7 Conducting post-audit activities

— Deliv¢

r audit report

— Comnpunicate information regarding noncgnformity resolution timing

— Repoj
— Revie
— Deter
— Verify
— Repoj

t any unusual circumstances that pccurred during the audit
w corrective actions for appropriateness

mine requirements for (erification of corrective actions
effectiveness of implementation of corrective actions

t any necessary @ddjustment of audit programme, as appropriate

D.6 Certification decision

— Revie|

waeport and other relevant information necessary to make a decision regarding certificat

— Interact with the audit team regarding audit findings (if required)

— Resolve problems with the audit team regarding the audit undertaken (if required)

— Deter

mine if the evidence available supports the issuing of certification

— Document decision

— Provide feedback to audit team (if required)

D.7 Develop professional competence

D.7.1 Identify development needs

20
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— Auditing
— Technical

— Management systems

— Skills

D.7.2 Expand competence

— Participate in professional development activities

— | Participate in CB or other auditor calibration activities

—| Undertake self-study or training activities
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