




9 Process requirements

9.1 General requirements

9.1.1 The certification body shall precisely define the scope of 
certification in terms of levels of the food chain (e.g. primary production, 
food processing, packaging material production), category(ies) and sectors
according to Annex A. 

The certification body shall not exclude part of the processes, sectors, 
products or services from the scope of certification when those processes, 
sectors, products or services have an influence on the food safety of the 
end products.

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



9.1.3 All the requirements given in 9.1.1 to 9.1.3 of ISO/IEC 
17021:2006 apply.

9.1.4 The certification body shall have documented procedures for 
determining audit time, and for each client the certification body shall 
determine the time needed to plan and accomplish a complete and 
effective audit of the client’s FSMS. 

The audit time determined by the certification body, and the justification 
for the determination, shall be recorded. In determining the audit time, the 
certification body should consider Annex B and shall consider, among 
other things, the following aspects:

a) requirements of the relevant FSMS standard;
b) size and complexity of the organization;
c) technological and regulatory context;
d) any outsourcing of any activities included in the scope of the FSMS;
e) results of any prior audits;
f) number of sites and multi-site considerations.



9.1.5 For multi-site organizations, the requirements given in 9.1.5.1 
and 9.5.1.3 apply.

9.1.5.1 Where the certification body is certifying a multi-site 
organization under one certificate, the following conditions apply:

a) all sites are of the same activity and are located within the same 
country;
b) all sites are operating under one centrally controlled and administered 
FSMS as defined in Clause 4 of ISO 22000:2005, or equivalent for other 
FSMSs;
c) an internal audit has been conducted on each site within the three 
years prior to certification;
d) following certification, an internal audit shall be carried out on each site 
within the certification period;
e) the internal audits of all sites shall comply with ISO 22000 or 
equivalent;
f) audit findings of the individual sites shall be considered indicative of the 
entire system and correction shall be implemented accordingly.



9.1.5.2 The use of multi-site sampling is only possible for organizations 
with more than 20 sites and only for categories A, B, G, H and J (see 
Table A.1). 

This applies both to the initial certification and to surveillance
audits.

9.1.5.3 Where the certification body offers multi-site certification, the 
certification body shall utilize a sampling programme to ensure an 
effective audit of the FSMS where

a) the sampling for more than 20 sites shall be at the ratio of 1 site per 5 
sites with a minimum of 20. All sites shall be randomly selected and, after the 
audit, no sampled sites may be nonconforming (i.e. not meeting
certification thresholds for ISO 22000),
b) evaluation of the audit findings of the sampled sites shall be deemed 
equivalent to the internal audit findings of the same sites of the organization,
c) at least annually, an audit of the central FSMS shall be performed,
d) at least annually, surveillance audits shall be performed on the sampled 
sites, and
e) audit findings of the sampled sites shall be considered indicative of the 
entire system and correction shall be implemented accordingly.



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

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



9.1.6 All the requirements given in 9.1.6 to 9.1.9 of ISO/IEC 17021:2006 
apply.

9.1.7 The certification body shall provide a written report for each audit. 
The report shall be based on relevant guidance provided in ISO 19011. 

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 references to PRPs used by the organization, HACCP 
methodology used, comments on the HACCP team, and other issues relevant 
to the FSMS.

9.1.8 All the requirements given in 9.1.11 to 9.1.15 of ISO/IEC 17021:2006 
apply.



9.2 Initial audit and certification

9.2.1 Application

All the requirements given in 9.2.1 of ISO/IEC 17021:2006 apply.
The certification body shall require the applicant organization to 
provide detailed information concerning process lines, HACCP 
studies and the number of shifts.

9.2.2 Application review

All the requirements given in 9.2.2 of ISO/IEC 17021:2006 apply.



9.2.3 Initial certification audit

The initial certification audit of an FSMS shall be conducted in two stages: 
stage 1 and stage 2.

9.2.3.1 Stage 1 audits

9.2.3.1.1 All the requirements given in 9.2.3.1.1 of ISO/IEC 17021:2006 
apply.

Where an organization has implemented an externally developed 
combination of control measures, the stage 1 audit 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 kept up to date.

The availability of relevant authorizations should be checked when 
collecting the information regarding the compliance to regulatory aspects.



9.2.3.1.2 The objectives of the stage 1 audit are to provide a focus for 
planning the stage 2 audit by gaining an understanding of the FSMS in the 
context of the organization’s food safety hazard identification, analysis, HACCP 
plan and PRPs, policy and objectives, and, in particular, the organization’s state 
of preparedness for audit by reviewing the extent to which

a)the organization has identified PRPs that are appropriate to the business (e.g. 
regulatory and statutory requirements),

b)   the FSMS includes adequate processes and methods for the identification 
and assessment of the organization’s food safety hazards, and subsequent 
selection and categorization of control measures (combinations),



c) food safety legislation is in place for the relevant sector(s) of the 
organization,

d) the FSMS is designed to achieve the organization’s food safety policy,

e) the FSMS implementation programme justifies proceeding to the audit 
(stage 2),

f) the validation, verification and improvement programmes conform to 
the requirements of the FSMS standard,

g) the FSMS documents and arrangements are in place to communicate 
internally and with relevant suppliers, customers and interested parties, 
and

h) additional documentation needs to be reviewed and/or what 
knowledge needs to be obtained in advance.



9.2.3.1.3 For FSMS, the stage 1 audit shall be carried out at the client's 
premises in order to achieve the objectives stated above.

9.2.3.1.4 All the requirements given in 9.2.3.1.2 of ISO/IEC 17021:2006 apply.

The client shall be informed that the results of the stage 1 audit may lead to 
postponement or cancellation of the stage 2 audit.

9.2.3.1.5 Any part of the FSMS that is audited during the stage 1 audit and 
determined to be fully implemented, effective and in conformity with requirements, 
may not need to be re-audited during the stage 2 audit. 

However, the certification body shall ensure that the already audited parts of the 
FSMS continue to conform to the certification requirements. In this case, the stage 
2 audit report shall include these findings and shall clearly state that conformity has 
been established during the stage 1 audit.

9.2.3.1.6 All the requirements given in 9.2.3.1.3 of ISO/IEC 17021:2006 apply.
The interval between stage 1 and stage 2 audits is reasonably expected to be not 
longer than 6 months. 

The stage 1 audit should be repeated if a longer interval is needed.



9.2.3.2 Stage 2 audit
All the requirements given in 9.2.3.2 of 
ISO/IEC 17021:2006 apply.



9.2.4 Initial certification audit conclusions
All the requirements given in 9.2.4 of ISO/IEC 17021:2006 apply.
.



9.2.5 Information for granting initial certification
All the requirements given in 9.2.5 of ISO/IEC 17021:2006 apply.



9.3 Surveillance activities
All the requirements given in 9.3 of ISO/IEC 17021:2006 apply.



9.3 Surveillance activities
All the requirements given in 9.3 of ISO/IEC 17021:2006 apply.



9.3 Surveillance activities
All the requirements given in 9.3 of ISO/IEC 17021:2006 apply.



.
9.4 Recertification
All the requirements given in 9.4 of ISO/IEC 17021:2006 apply.



.
9.4 Recertification
All the requirements given in 9.4 of ISO/IEC 17021:2006 apply.



9.5 Special audits
All the requirements given in 9.5 of ISO/IEC 17021:2006 apply.



9.6 Suspending, withdrawing or reducing the scope of certification
All the requirements given in 9.6 of ISO/IEC 17021:2006 apply.



9.7 Appeals
All the requirements given in 9.7 of ISO/IEC 17021:2006 apply.



9.8 Complaints
All the requirements given in 9.8 of ISO/IEC 17021:2006 apply.



9.8 Complaints
All the requirements given in 9.8 of ISO/IEC 17021:2006 apply.



9.9 Records of applicants and clients
All the requirements given in 9.9 of ISO/IEC 17021:2006 apply.



9.9 Records of applicants and clients
All the requirements given in 9.9 of ISO/IEC 17021:2006 apply.



9.9 Records of applicants and clients
All the requirements given in 9.9 of ISO/IEC 17021:2006 apply.



10 Management system requirements for certification bodies
All the requirements given in Clause 10 of ISO/IEC 17021:2006 apply.





















Annex A (normative)

Classification of food chain categories

The certification body shall use Table A.1

a)to define the scope that it undertakes,

b) to identify if any technical qualification of its auditors is necessary 
for that particular category or sector, and

c) to select a suitably qualified audit team.

The examples given in Table A.1 are not exhaustive but are only an 
indication of relevant topics.

The scope of one specific client organization may cover more than one 
category.





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

The minimum time includes stage 1 and stage 2 of the initial certification audit (see 
9.2.3) but does not include the time for preparation of the audit nor for writing the 
audit report .

The minimum audit time is established for the audit of an FSMS which includes 
only one HACCP study. A HACCP study corresponds to a hazard analysis for a 
family of products/services with similar hazards and similar production technology 
and, where relevant, similar storage technology.

The minimum surveillance audit time should be one-third of the initial certification 
audit time, with a minimum of 0,5 audit days. The minimum renewal time should be 
two-thirds of the initial certification audit time, with a minimum of 0,5 audit days.

Where there is no relevant certified management system in place, additional time 
should be added for the audit. To be considered relevant, a management system 
certificate should cover the scope of food safety for the relevant product/service.



Where there is no relevant certified management system in place, 
additional time should be added for the audit. 

To be considered relevant, a management system certificate should cover 
the scope of food safety for the relevant product/service.

The number of employees should be expressed as the number of full-time 
equivalent employees (FTEs).

Certain categories are subject to multi-site sampling (see 9.1.5.2) and this 
may be taken into account when calculating the audit time.

Other factors may necessitate increasing the minimum audit time (e.g. 
number of product types, number of product lines, product development, 
number of CCPs, number of operational PRPs, building area, 
infrastructure, in-house laboratory testing, need for a translator).







END  OF   TRAINING 

ON 

ISO/TS 22003
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