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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 ISQ_also take part in the work 1SO collaborates closely with the International Electrotechnical

Commission|(IEC) on all matters of electrotechnical standardization.

International|Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part 3.

Draft International Standards adopted by the technical committees are circulated to the member bodies|for voting.
Publication as an International Standard requires approval by at least 75 % of the member bodies castind a vote.

Attention is drawn to the possibility that some of the elements of this International Standard may be the|subject of
patent rights] ISO shall not be held responsible for identifying any or all such patent rights.

International|Standard ISO 15161 was prepared by Technical Committee ISO/ATC 34, Food products.
Annex A of this International Standard is for information only.

A list of standlards and other publications related to this Internatiopal’Standard is given in the Bibliography.
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Introduction

ISO 9001:2000, Quality management systems — Requirements

0.1 General

—Tre design and
ation of an organization's quality management system is influenced by varying needs, particular
objectives| the products provided, the processes employed and the size and structure of the organizgtion. It is not
the intent|of this International Standard to imply uniformity in the structure of quality management systems or
uniformity jof documentation.

The qualily management system requirements specified in this International Standard are complementary to
requiremepts for products. Information marked “NOTE” is for guidance in understanding or clarifying tHe associated
requirement.

This Interpational Standard can be used by internal and external partiesincluding certification bodi¢s, to assess
the organigation’s ability to meet customer, regulatory and the organization!s own requirements.

The qualify management principles stated in ISO 9004:2000 have' been taken into consideratiop during the
development of this International Standard.

0.2 Procgss approach
This Interpational Standard promotes the adoption of<a process approach when developing, implgmenting and
improving | the effectiveness of a quality management system, to enhance customer satisfaction| by meeting
customer fequirements.
For an organization to function effectively, it-has to identify and manage numerous linked activities. An activity
using resdurces, and managed in order_to.ehable the transformation of inputs into outputs, can be considered as a
process. Qften the output from one process directly forms the input to the next.

The applidation of a system of processes within an organization, together with the identification and iteractions of
these prodesses, and their management, can be referred to as the “process approach”.

An advantage of the process approach is the ongoing control that it provides over the linkage |between the
individual processes within the system of processes, as well as over their combination and interaction.

When usefl withinta*quality management system, such an approach emphasizes the importance of

a) understanding and fulfilling requirements,

b) the need to consider processes in terms of added value,
c) obtaining results of process performance and effectiveness, and
d) continual improvement of processes based on objective measurement.

The model of a process-based quality management system shown in Figure 1 illustrates the process linkages
presented in clauses 4 to 8. This illustration shows that customers play a significant role in defining requirements as
inputs. Monitoring of customer satisfaction requires the evaluation of information relating to customer perception as
to whether the organization has met the customer requirements. The model shown in Figure 1 covers all the
requirements of this International Standard, but does not show processes at a detailed level.
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NOTE In addition, the methodology known as “Plan-Do-Check-Act” (PDCA) can be applied to all processes. PDCA can be
briefly described as follows:

Plan: establish the objectives and processes necessary to deliver results in accordance with customer requirements
and the organization's policies.

Do: implement the processes.

Check: monitor and measure processes and product against policies, objectives and requirements for the product and
report the results.
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Figure 1 — Model of a process-based quality management system

0.3 Relationship with ISO 9004

The present editions of ISO 9001 and ISO 9004 have been developed as a consistent pair of quality management
system standards which have been designed to complement each other, but can also be used independently.
Although the two International Standards have different scopes, they have similar structures in order to assist their
application as a consistent pair.

ISO 9001 specifies requirements for a quality management system that can be used for internal application by
organizations, or for certification, or for contractual purposes. It focuses on the effectiveness of the quality
management system in meeting customer requirements.
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ISO 9004 gives guidance on a wider range of objectives of a quality management system than does 1SO 9001,
particularly for the continual improvement of an organization’s overall performance and efficiency, as well as its
effectiveness. ISO 9004 is recommended as a guide for organizations whose top management wishes to move
beyond the requirements of ISO 9001, in pursuit of continual improvement of performance. However, it is not
intended for certification or for contractual purposes.

0.4 Compatibility with other management systems

This International Standard has been aligned with ISO 14001:1996 in order to enhance the compatibility of the two
standards for the benefit of the user community.

This Intermatt i i iff . Spch as those
particular fo environmental management, occupational health and safety management, financialmanagement or
risk management. However, this International Standard enables an organization to align or integrate its own quality
managemegnt system with related management system requirements. It is possible for an organizatiop to adapt its
existing nmpanagement system(s) in order to establish a quality management system (that complies with the
requiremepts of this International Standard.

There is @ need for guidance on implementing the requirements of ISO 9004~ for organizations irfvolved in all
aspects off the food and drink industry. This includes organizations involved in-sourcing, processing apd packaging
food and |drink products. This International Standard aims to encourage the use of the 1SO 9000 series of
standards [within the food and drink industry — the use of these standards alongside other common systems in use
in this sedtor may assist an organization to better address customer 'satisfaction and organizational pffectiveness
by the effgctive implementation of a quality management system.

ISO 9001 glso requires organizations to seek to continually improve their quality management systenps, an aspect
often missjng from other models of food safety management.commonly used in the food and drink indystry.

The adoptjon of a quality management system needs toe\be a strategic decision of the organization. The design and
the implementation of an organization’s quality management system is influenced by varying needs: the particular
objectives| the products provided, the processes employed and the size and structure of the organizgtion. It is not
the purpose of 1ISO 9001 to imply uniformity-ifisthe structure of quality management systems or uni
documentgtion. The process-oriented base of-ISO 9001 makes it easier to envisage how different sysiems within a
business link together; often it is at the interfaces between internal customers and suppliers or between different
systems that problems occur. Any model which clarifies these critical areas for an organization will[assist in the
smooth rupning of its business.

ISO 9001 focuses on customers) heeds and expectations. One of the most important customer expeftations (and
often one| which is implicit-rather than stated directly) is to have safe food products. ISO 90(1 allows an
organizatipn to integrate.its) quality management system with the implementation of food safety systems such as
HACCP (hazard analysi§ and critical control point). The internationally recognized principles and steps of HACCP
are definefd by the Lodex Alimentarius Commission in its recommended international code of practige on general
principles pf foodshygiene. Any other accepted food safety system can, of course, also be integrated into the quality
managemegnt system. However, considering the fact that HACCP is widely used comprehensively, thig system was
chosen to [demonstrate how integration may be achieved.

The application of HACCP within a quality management system conforming to ISO 9001 can result in a food safety
system that is more effective than the application of either 1ISO 9001 or HACCP alone, leading to enhanced
customer satisfaction and improved organizational effectiveness. As an example, the application of HACCP for the
identification of hazards and control of risks is related to quality planning and preventive actions required by
ISO 9001. Once the critical points have been identified, the principles of ISO 9001 can be used for control and
monitoring. Procedures for conducting an HACCP study can easily be documented within the quality system.

To assist the user, the requirements of ISO 9001 are given in boxed text in this International Standard, followed by
relevant guidance.
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Linkages between the basic HACCP principles and specific clauses of ISO 9001 are shown in annex A.

This International Standard represents an attempt to identify the specific issues to be considered when establishing a
quality management system in the field of the food and drink industry. Therefore, users of this International Standard
are encouraged to gather any experience gained in connection with its application and inform the ISO/TC 34
Secretariat accordingly, so that their views can be taken into account in the first revision.
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INTERNATIONAL STANDARD

ISO 15161:2001(E)

Guidelines on the application of ISO 9001:2000 for the food and
drink industry

1 Scope

This Interpational Standard gives guidance to organizations in applying the requirements of 1SO 90(

developm:

This Intern
the hazard

This Intern

2 Norrn

The follow
this Intern
publication
investigats
undated r
maintain r

ISO 9000:

ent and implementation of a quality management system in the food and drink industry.

ational Standard gives information on the possible interactions of the ISO 9000 series of s
analysis and critical control point (HACCP) system for food safety requirements.

ational Standard is not intended for certification, regulatory or contractual use.

hative reference

ng normative document contains provisions which, through reference in this text, constitute

s do not apply. However, parties to agreements based on this International Standard are e
the possibility of applying the most recent_edition of the normative document indicate

bferences, the latest edition of the normative, document referred to applies. Members of

bgisters of currently valid International Standards.

P000, Quality management systems<=<-Fundamentals and vocabulary

3 Terms and definitions

For the p
apply.

3.1
contract
agreed re(

3.2

irposes of this International Standard, the terms and definitions given in ISO 9000 and

uirements between a supplier and a customer, transmitted by any means

corrective action

1 during the

andards and

provisions of

ational Standard. For dated references, subsequent’ amendments to, or revisions of, any of these

ncouraged to
j below. For
SO and IEC

the following

action to eliminate the cause of a detected nonconformity or other undesirable potential situation, including any
action to be taken when the results of monitoring at any critical control point indicate a loss of control

NOTE 1

NOTE 2

NOTE 3

NOTE 4

NOTE 5

There can be more than one cause for a nonconformity.

Corrective action is taken to prevent recurrence whereas preventive action is taken to prevent occurrence.

There is a distinction between correction and corrective action. Correction is the elimination of the nonconformity,
while corrective action eliminates its cause.

” o«

Definitions of “nonconformity”, “correction” and “preventive action” can be found in ISO 9000.

This definition is a combination of the definitions given in ISO 9000 and reference [20].
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3.3

critical control point

CcCP

step at which control can be applied and is essential to prevent or eliminate a food safety hazard or reduce it to an
acceptable level

NOTE

34
critical limit

Taken from reference [20].

criterion which separates acceptability from unacceptability

ken from reference [20]

NOTE T3
3.5
flow diagran

systematic r
particular fog

NOTE T3
3.6

good manuflacturing practice

combination
manufacture

3.7
hazard
biological, ch

NOTE T3

3.8
hazard analy
process of d
which are sig

NOTE T3
3.9

primary pro
those steps i

n
bpresentation of the sequence of steps or operations used in the production or’ mfanufa
d item

ken from reference [20].

of manufacturing and quality procedures aimed at ensuring)that products are c
J to their specifications, and to avoid contamination of the product by internal or external sou

ken from reference [20].

/sis
ollecting and evaluating information on-hazards and conditions leading to their presence
nificant for food safety and therefore should be addressed in the HACCP plan

ken from reference [20].
Huction
n the food chain up to‘and including, for example, harvesting, slaughter, milking, fishing

ken from reference T20].

ure, eperation or stage in the food chain, including raw materials, from primary producti

cture of a

bnsistently
Fces

emical or physical agent in, or condition of, food with the potential to cause an adverse health effect

to decide

pn to final

NOTE T4
3.10

step

point, proceq
consumption
NOTE Tat
3.1
validation

confirmation, through the provision of objective evidence, that the requirements for a specific intended use or
application have been fulfilled, including evidence that the elements of the HACCP plan are effective

NOTE 1

NOTE 2

NOTE 3

NOTE 4

The term “validated” is used to designate the corresponding status.
The conditions of use for validation can be real or simulated.
Definitions of the terms “objective evidence” and “requirements” can be found in ISO 9000.

This definition is a combination of the definitions given in ISO 9000 and reference [20].
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3.12

verification

confirmation through the provision of objective evidence, that specified requirements have been fulfilled, including
the application of methods, procedures, tests and other evaluations, and monitoring to determine compliance with
the HACCP plan

NOTE 1 The term “verified” is used to designate the corresponding status.
NOTE 2  Confirmation can comprise activities such as

— performing alternative calculations,

— compdring a new design specification with a similar proven design specification,
— undertaking tests and demonstrations other than mentioned in the definition, and

— reviewing documents prior to issue.
NOTE 3 [Definitions of the terms “specification” and “tests” can be found in ISO 9000.

NOTE 4 |This definition is a combination of the definitions given in ISO 9000 and referénee [20].

4 Quality management system

4.1 General requirements

ISO 9001):2000, Quality management systems — Requirements
4.1 Geperal requirements

The orgahization shall establish, document, implement and maintain a quality management system angl continually
improve ifs effectiveness in accordance with the.requirements of this International Standard.

The orgahization shall

a) identify the processes needed for the quality management system and their application throughout the
orgarjization (see 1.2),

b) determine the sequence and interaction of these processes,

c) determine criteria and methods needed to ensure that both the operation and control of these prpcesses are
effectjive,

d) ensule the availability of resources and information necessary to support the operation and monitofing of these
procgsses,

e) moniformeasure and analyse these processes, and

f) implement actions necessary to achieve planned results and continual improvement of these processes.

These processes shall be managed by the organization in accordance with the requirements of this International
Standard.

Where an organization chooses to outsource any process that affects product conformity with requirements, the
organization shall ensure control over such processes. Control of such outsourced processes shall be identified
within the quality management system.

NOTE Processes needed for the quality management system referred to above should include processes for management
activities. provision of resources. product realization and measurement.
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The strong process aspect of this clause should be familiar to organizations operating within the food and drink
sector. It is common practice to use process flow charts and other tools to “map” the process of manufacture
—indeed the first stage of a HACCP study requires such a definition of the process. The structure of the quality
management system should be right for the organization, meeting its needs as much as the organization does for
its customers. The quality system should ensure that all those activities within the organization that could impact on
the quality and safety of the product are consistently defined (which usually means documented) and effectively
implemented. Useful inclusions are relevant codes of practice and legislative requirements, such as weight control,
hazard analysis, hygiene, good manufacturing practice (GMP) and good laboratory practice (GLP).

4.2 Documentation requirements

421 Gendral

1ISO 9001:2000, Quality management systems — Requirements
4.2.1 General

The quality management system documentation shall include

a) documented statements of a quality policy and quality objectives,
b) a quality|manual,

C) docume:[ted procedures required by this International Standard,

d) documents needed by the organization to ensure the effective¢planning, operation and control of its processes,

and

e) records flequired by this International Standard (see 4.2d).

NOTE 1 Where the term “documented procedure” appears. within this International Standard, this means that the procedure is|
established, documented, implemented and maintained.

NOTE 2 The extent of the quality management systém documentation can differ from one organization to another due to
a) the size gf organization and type of activities,
b) the compl|exity of processes and their interactions, and

c) the compgtence of personnel.

NOTE 3 Theg documentation can’bé-in any form or type of medium.

Documents needed by the organization to ensure the effective planning, operation and control of its procg¢sses may
include the ¢urrent issue of relevant legislation pertaining to food and drink manufacture. This legislgtion could
cover the follpwing areas:

— safety;

— compositional standards;

— metrology;

— additives;

— lot identification and traceability;

— labelling and packaging information.

There could be other examples, and customer documents may also be included.
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https://standardsiso.com/api/?name=74494a522e93a963a728177627b0d465

ISO 15161:2001(E)

4.2.2 Quality manual

1ISO 9001:2000, Quality management systems — Requirements

4.2.2 Quality manual

The organization shall establish and maintain a quality manual that includes

a) the scope of the quality management system, including details of and justification for any exclusions (see 1.2),

b) the documented procedures established for the quality management system, or reference to them, and

c)

a desq

ription of the interaction between the processes of the quality management system.

The requifement to produce a quality manual need not mean a top-level document which stands alg
manual sh
through it,
operate to
HACCP pl
very clear
managem
usually op

4.2.3 Cantrol of documents

ould clearly describe the structure of the quality management system and, ideally; act as
All associations and links to other systems or documents, which the organization may b
should be detailed within the quality manual. The association with HACCR.documentation

It is this document which most clearly shows how the HACCP stldy is integrated wif]
ent system and how the outcomes of the HACCP study are incorporated in the way the
prates.

ne. A quality
A “road-map”
b required to
(such as the

an) is particularly important and the linkage between the HACCP study and the quality mandial should be

h the quality
organization

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

ISO 9001:

423 Co

Documen
and shall

A docume

to app
to revi
to ens
to ens
to ens

to ens|

2000, Quality management systems — Requirements
ntrol of documents

s required by the quality management system shall be controlled. Records are a special type
be controlled according to the requirements’given in 4.2.4.

nted procedure shall be established to define the controls needed

rove documents for adequacy-prior to issue,

ew and update as necessary-and re-approve documents,

ure that changes and-the current revision status of documents are identified,

ure that relevant versions of applicable documents are available at points of use,
ure that docutments remain legible and readily identifiable,

ure that documents of external origin are identified and their distribution controlled, and

to pre

retaintfd for-any purpose.

of document

Vent the-'unintended use of obsolete documents, and to apply suitable identification to thein if they are

Other documentation (in paper or electronic formats) utilized in the food and drink industry, which may be part of
the quality management system, could include the following:

specifi

cations (e.g. for raw materials, processing, recipes and products);

drawings (e.g. artwork for packaging);

curren

t legislation and codes of practice;

other externally generated documents (e.g. equipment manuals);

HACCP plan and HACCP documentation.
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These should also be under document control, although the mechanism for control may differ from that used to
control procedural documents. Errors often occur where recipes and/or specifications have been re-issued but
communication has been poor and part of the organization is operating to a different issue.

The approval of documents before issue (and subsequent same-party review of changes) ensures that the content
of documents will not clash with any other document in the system, fits into the organization’s objectives and is
agreed by the correct people. Careful review of documents before issue is the key to creating a documented quality
management system which has value, rather than one which is over-administered and serves little useful purpose.

Electronic documents, databases and systems, are included in this subclause. The food and drink industry makes
increasing use of electronic-based documents and the same rules of control apply as they would to any paper
based docungents-

4.2.4 Contfol of records

ISO 9001:2000, Quality management systems — Requirements
4.2.4 Contfol of records

Records shall be established and maintained to provide evidence of conformity to‘requirements and of the effective
operation of|the quality management system. Records shall remain legible, readily identifiable and retrigvable. A
documented|procedure shall be established to define the controls needed forthe identification, storage, pfotection,
retrieval, retgntion time and disposition of records.

Records demonstrate the effectiveness of the quality management system. Retaining appropriate reqords for a
specified petliod of time, under controlled conditions, is a critical, activity. If an organization were challgnged at a
later date about a product or process, which had occurred previously, it is unlikely that without effectivé retention
and retrieval [systems of records any proof of operational control or test results could be established.

Within the fopd and drink industry, the retention periods-for records may be stipulated as a customer refjuirement,
and this normally includes as a minimum the produet's shelf-life period. There could also be statutory regulations to
comply with. |[These will vary from short (1 to 2 day) life products, right through to canned or dried products stable at
ambient temperatures, which can have up to a 2<year shelf-life. Even for short-life products, claims from [customers
can be madg after the shelf life has expired;'so the retention time for records is an area to be considered carefully.
A blanket refention period of several years' for all records generated may not be appropriate. Careful sglection of
the most appgropriate retention period foneach identified quality record is therefore advised.

Particular cgnsideration should.'lbé given to the retention of management system records (e.g. intefnal audit,
management review, system.chianges, HACCP documentation), as they contain important historical data
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5 Management responsibility

5.1 Management commitment

ISO 9001:2000, Quality management systems — Requirements
5.1 Management commitment

Top management shall provide evidence of its commitment to the development and implementation of the quality
management system and continually improving its effectiveness by

a) commbpnicating to the organization the importance of meeting customer as well as statutory and regulatory
requirgments,

b) establishing the quality policy,
c) ensuripg that quality objectives are established,

d) condu¢ting management reviews, and

e) ensuring the availability of resources.

ISO 9001 | begins with five clear requirements which immediately require the “top management’ within an
organizatipn to demonstrate its commitment to a number of principless; This is common to all industfies, not only
food and grink. The “top management” may be the most senior management group at an individual prpduction site,
or the leaders at a global level of an international organization.«Either way, it is clear that withoyt this visible
commitment at the outset, all that follows would be extremely difficult to create, implement and maintaip.

Within the|food and drink industry, the requirement to produce safe food, with the required level of quality, whilst
remaining|economic is of paramount importance.

Management should be committed to develop, maintain and operate the HACCP system and contingially improve

its effectiveness and provide the required resources. One of the tasks of top management is to nominate members
of the HAQCP team and support their activities;

5.2 Customer focus

ISO 9001:2000, Quality management systems — Requirements
5.2 Cusftomer focus

Top management shall>ensure that customer requirements are determined and are met with the aim of enhancing
customer patisfaction (see 7.2.1 and 8.2.1).

The customérymay be the immediate retailer, the transporter, any other intermediary of the downstreain food chain,
or the widcrmmmmmmwmmmmW ; ; i i ;

NOTE Requirements concerning customer needs and expectations, or customer requirements, appear frequently in
ISO 9001 and are further expanded in 7.2.1 and 7.3.2.

Any statutory requirements applicable to the organization’s activities should be identified and be incorporated into
the way that organization functions. Whilst statutory requirements vary between countries, this industry has an
overriding requirement to produce safe food products with minimal risk to public health. Many pieces of legislation
are available covering this point, and any food or drink manufacturer has a legal obligation to comply with them.

The maintenance of an appropriate quality management system such as that specified in ISO 9001 with the

associated due considerations and controls given to the processes, people and records can assist in showing
compliance with customers' requirements.

© 1SO 2001 — All rights reserved 7
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5.3 Quality policy

1ISO 9001:2000, Quality management systems — Requirements

5.3 Quality policy

Top management shall ensure that the quality policy

a)
b)

is appropriate to the purpose of the organization,

includes a commitment to comply with requirements and continually improve the effectiveness of the quality

manage
c)
d)

e)

provides

is review

is commiinicated and understood within the organization, and

1€T1IL SYSLETTT,

a framework for establishing and reviewing quality objectives,

ed for continuing suitability.

The organiza
of the food
quality.

The position
raw material
organization

tion's policy should make statements to indicate that the organization s fully aware of whic
supply chain is involved, by including references to food hygiene, safety and other aspec

in the food supply chain is important since companies in this~sector can be primary process

5.4 Plannj

5.4.1 Qual

5 direct from the farmer or grower for initial processing):or*can manufacture food ingred
should consider its responsibilities carefully, depending ©n)the size and nature of its operatig
ng

ty objectives

n segment
ts of food

brs (taking
ients. The
n.

1ISO 9001:20

5.4.1 Quali

Top manage
7.1 a)], are
measurable

PO, Quality management systems —Requirements

y objectives

ment shall ensure that quality objectives, including those needed to meet requirements for pro
established at relevant funetions and levels within the organization. The quality objectives
hnd consistent with the quality policy.

duct [see
shall be

The establis
organization’
different fund
is advisable
the safety of

hment of quality\objectives throughout the organization may be through the disseminat
5 overall strategy. This usually refers to the defined quality policy and provides goals or obj
tions within\the organization. It is important that objectives are aligned throughout the orga
hat the_guality objectives indicate the nature of the hazards that the organization considers|
foodstuifs.

jon of the
ectives for
nization. It
critical for

5.4.2 Quali

ty- management-systemplanning

1ISO 9001:2000, Quality management systems — Requirements

5.4.2 Quality management system planning

Top management shall ensure that

a) the planning of the quality management system is carried out in order to meet the requirements given in 4.1, as

well as the quality objectives, and

b) the integrity of the quality management system is maintained when changes to the quality management system

are planned and implemented.
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Quality planning ensures that the organization is clear what its requirements (inputs) are and is therefore more
likely to meet them successfully (outputs). This is mirrored in the whole process approach of ISO 9001. Techniques
of quality planning vary, but typically include flowcharts, worksheets, quality control plans, product specifications
and hazard identification. The HACCP plan, resulting from an HACCP study, should be considered in planning
activities. Once the first two HACCP principles have been met (conducting a hazard analysis and the determination
of CCPs), this may be used as part of the quality plan for that process. It should be clear from that first stage what
areas need control and to what level.

5.5 Responsibility, authority and communication

5.5.1 Responsibility and authority

ISO 9001:2000, Quality management systems — Requirements

5.5.1 Re§ponsibility and authority

Top manggement shall ensure that responsibilities and authorities are defined and\communicated within the
organizatipn.

It should be remembered that quality management resides within every function throughout the orggnization. All
personnel|should be aware of the role they play in achieving the stated policies and objectives, jand meeting
customer fequirements both in safety and quality.

5.5.2 Mgnagement representative

ISO 9001:2000, Quality management systems — Requirements

5.5.2 Mahagement representative
Top manggement shall appoint a member of mmanagement who, irrespective of other responsibilities| shall have
responsibllity and authority that includes

a) ensuring that processes needed for the quality management system are established, implemmented and
maintained,

b) reportlng to top management on the performance of the quality management system and afy need for
improyement, and

c) ensuring the promotion 'ef)/awareness of customer requirements throughout the organization.

NOTE Th¢ responsibility, of a management representative can include liaison with external parties on matters rglating to the
quality marjagement system.

The management representatwe could be supported by other people in the day-to-day operat|on of the¢ system, but
would be importaht to avoid or
remove potential sources of conflict of |nterest with any other role the management representative may have. The
management representative has a requirement to communicate effectively, both up and down, throughout the
organization.

5.5.3 Internal communication

ISO 9001:2000, Quality management systems — Requirements

5.5.3 Internal communication

Top management shall ensure that appropriate communication processes are established within the organization
and that communication takes place regarding the effectiveness of the quality management system.

© 1SO 2001 — Al rights reserved 9
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Good internal communication will promote the effective operation of a quality management system. All
organizations should ensure that the pathways for effective internal communication are established and that
everyone knows about them. The preventive actions identified under hazard analysis and deviation procedures,
including product disposition, should be known and communicated at appropriate levels and functions.

In this sector of industry, as in any other, it is particularly important to communicate clearly about the development
and launch of new products, changes in raw materials, changes in production systems or equipment, changes in
customer, sector or other requirements, and changes in personnel qualification level and responsibilities. Particular
attention should be paid to new statutory and regulatory requirements, the ideas of risks, new hazards and new
ways of handling them.

5.6 Managementreview

1ISO 9001:2000, Quality management systems — Requirements

5.6.1 Geneyfal

Top management shall review the organization's quality management system, at plafned intervals, to ensure its
continuing syitability, adequacy and effectiveness. This review shall include assessing-0pportunities for impfovement
and the need for changes to the quality management system, including the qualitypolicy and quality objectjves.

Records from management reviews shall be maintained (see 4.2.4).

5.6.2 Revidw input

The input to management review shall include information on

a) results of audits,

b) customef feedback,

c) process performance and product conformity,

d) status of|preventive and corrective actions,

e) follow-up actions from previous management reviews,

f) changesithat could affect the quality management system, and

g) recomméndations for improvement:

5.6.3 Revigw output

The output flom the mariagement review shall include any decisions and actions related to
a) improvement ofthe‘effectiveness of the quality management system and its processes,

b) improvement.of product related to customer requirements, and

C) resourcetnéeds:

In addition to the above list, these reviews should take into account, as a minimum, the results of the internal
quality audit, corrective and preventive actions, the control of suppliers, customer complaints, hygienic conditions,
HACCP and other indicators (e.g. statistical data on product quality) of the effectiveness of the quality management
system.

The management review provides the overview of the company; i.e. is the direction in which the company is
moving still in line with long-term goals or aspirations? Management reviews are common to all companies in all
industry areas. The common feature is that successful companies usually take the opportunity at management
review to review critically the effectiveness of their systems and to change those things which do not assist in the
development of the company.
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The quality management system should ensure that all those activities within the organization that could impact on
the quality of the product are consistently defined (which usually means documented) and effectively implemented.

6 Resource management

6.1 Provision of resources

ISO 9001:2000, Quality management systems — Requirements

6.1 Proyision of resources

The orgarfization shall determine and provide the resources needed

a) to impjement and maintain the quality management system and continually improve its effectivenegs, and

b) to enhiance customer satisfaction by meeting customer requirements.

One of the tasks of the HACCP team is to provide management with an estitnate on resource requirements in
terms of time, money and labour requirements for the HACCP study and implemmentation.

6.2 Human resources

6.2.1 Ggeneral

ISO 9001:2000, Quality management systems — Requirements

6.2.1 Geheral

Personnell performing work affecting product quality shall be competent on the basis of appropriatq education,
training, skills and experience.

6.2.2 Cdmpetence, awareness and-fraining

ISO 9001:2000 — Quality management systems — Requirements
6.2.2 Cofmpetence, awareness and training
The orgariization shall

a) determine thémnecessary competence for personnel performing work affecting product quality,

b) providg training or take other actions to satisfy these needs,

c) evaluate the effectiveness of the actions taken,

d) ensure that its personnel are aware of the relevance and importance of their activities and how they contribute to
the achievement of the quality objectives, and

e) maintain appropriate records of education, training, skills and experience (see 4.2.4).

In any organization it is important to ensure that all tasks are given to the most appropriately trained persons. The
food and drink sector is not an exception to this requirement. The required competency level for personnel should
be established in line with overall quality policies and plans. It could be appropriate for certain specified activities to
be carried out by personnel trained to a basic level; other activities could need much higher levels of training. It is
very important that all staff working in food areas be trained to an appropriate level in hygiene procedures.
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Staff should be adequately trained and provided with the relevant work instruction/standards/specifications/
legislation (or any other suitable means).

Training in sensory evaluation or analysis is an important requirement in this sector. The type and extent of such
sensory training should be in line with the overall requirements of the organization.

Identification of training needs should be carried out and any gaps in training should be filled. The effectiveness of
training should be measured. The maintenance of appropriately concise training records is important. There can be
working areas where it is not appropriate to have written instructions to hand (due to excessive moisture, etc.).
Effective delivery, thorough training, of the correct protocol is therefore essential.

Employees within—an—organize with—a—otre systerm—st ' are Te—quatitypolicy and
objectives (ouched in approprlate language) and how their actions can affect the quahty performance of the
business. It is beneficial to explain the reasons for doing an activity in a certain way (e.g. for hygiene or food safety
reasons) and to explain what may happen if they do not (e.g. spoilage, food poisoning). The complgtion of an
effective HACCP study requires the individuals involved to have been appropriately trained. This coyld include
training in th¢ identification of hazards and associated controls specific to the type of food-and drink busjness, or a
more general appreciation of more typical hazards and their control.

6.3 Infrastructure

ISO 9001:2000, Quality management systems — Requirements

6.3 Infrasfructure

The organization shall determine, provide and maintain the infrastrticture needed to achieve conformity tp product
requirementg. Infrastructure includes, as applicable

a) buildings, workspace and associated utilities,
b) process gquipment (both hardware and software), and

C) supporting services (such as transport or commuhication).

The facilitieg refer to the area, equipment and services which support and enable the organization tp meet its
agreed objedtives for product conformity and food safety. In this industry, the appropriate design and maintenance
of the work|areas has a major gffect on food safety. Inappropriate design, construction and layolt of food
processing dreas can introduce _hazards into the process and/or product, as can inappropriate design pf process
equipment. The appropriate_maintenance of equipment can also ensure that hazards do not affect thg process.
This should gomply with godd manufacturing practice and good hygienic practice.

6.4 Worklenvironment

1ISO 9001 :ZOPO, Quality management systems — Requirements

6.4 Work environment

The organization shall determine and manage the work environment needed to achieve conformity to product
requirements.

The organization should adequately review its facilities and work environment so that its policies and planned
quality objectives are not compromised. Information needed can be that required to run processes, customer
information, supplier information and competitor information.

The following list highlights certain aspects whose relevance should be considered at all stages, from raw material
reception to product delivery. However, this list is neither exhaustive nor prescriptive.
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Environment

Atmosphere, soil, potable source of water, drainage, pest control and invasive life forms from microbes to

mammals.

Buildings

All buildings, including facilities for storage, manufacture, personal hygiene, packing, handling, testing and

despatch, as well as administration offices in the proximity, should be considered, especi
hygienic design standpoint.

Plant equipment and utilities

ally from the

his includes hygienic design of plant and equipment as well as the cleaning process
quipment should have suitable maintenance to ensure it remains capable of processing to
sfandards. Consideration should be given to potential cross-contamination points.

Persgnnel

his includes provision of appropriate work wear (coats, boots, hats, €tc)) and training i
hiygienic practices.

n appropriate working environment will include those factors which bear on the employe
erate safely and effectively. Poor health and safety, conditions of working, non-ethical g

inappropriate working methods all have an adverse effect on producing an acceptable produd]
Legislation

his covers the requirements of relevant legislation applicable to personal hygiene and prote
to be used.

Health screening

his includes evidence of screening ,procedures (where legally or otherwise specifie
aintenance for food handlers withespect to product safety.

Wast¢ and by-products

Qonsideration should be given to the segregation and disposal of such material.

Pest ¢ontrol.

Product realization

Plapningrof product realization

es required.
the specified

appropriate

es' ability to
ractices and
’

Ctive clothing

1) and their

ISO 9001:2000, Quality management systems — Requirements

7.1 Planning of product realization

The organization shall plan and develop the processes needed for product realization. Planning of product realization
shall be consistent with the requirements of the other processes of the quality management system (see 4.1).

In planning product realization, the organization shall determine the following, as appropriate:

a) quality objectives and requirements for the product;

b) the need to establish processes, documents, and provide resources specific to the product;

© 1SO 2001 — All rights reserved
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c)

for produ

d)

required verification, validation, monitoring, inspection and test activities specific to the product and the criteria

ct acceptance,

records needed to provide evidence that the realization processes and resulting product meet requirements

(see 4.2.4).

The output of this planning shall be in a form suitable for the organization's method of operations.

NOTE 1 A document specifying the processes of the quality management system (including the product realization processes)

and the resources to be applied to a specific product, project or contract, can be referred to as a quality plan.

NOTE 2 The

H 4 1 hpitla H 4 H O 2. W R R | ! £ of ] 4 L 41
uryariizatiorrimay alouU apgply tuic TCTYUITTTITTCTIS YIveTT T 7.0 TU T UTVTTUPITITTIU UT Jrouut i TCAlZatiunm pruy

eSSes.

All processe
plans should
indication of
accepted mgq
should be en

In the food 4
and out to

processes fu
the main ma
Administratig
critical to th
manufacturin

These proce
of the proceq
were identifig

In planning,
following.

a) Risk of

The
(Ha
in-p

be designed, implemented and maintained effectively. The results from quality planning ¢
the typical controls needed within a process. The use of HACCP is defined‘as an intg
ans to carry out this task with respect to food safety. The results of the HACCP study
tered into process planning; this identifies critical areas and shows their correct direction.

nd drink industry, the processes from raw material delivery, through the main manufacturir
pbackaging, storage and despatch, are generally easy to visualize and follow through.
nction throughout an organization, through all other departments and service activities whi
hufacturing process. Although these processes, in areas suchhas Accounts, Planning, Pers
n, may not be as visible as manufacturing and may not require any specialized equipment, t
b smooth and effective operation of the business and.achievement of policies and pla

=

g process.
5ses should be clearly defined, inputs, outputs and links to other processes understood, me
s defined, and appropriate records maintainedThis will link back to the HACCP plan in w
d and the methods of controlling them.

problems which can occur during processing should be also taken into consideration, st

ross-contamination

risks arising from contamination should be considered and systems installed to reduce
yard analysis can be.-part of this system.) This should be considered for raw materials, addit
rogress and final preducts and packaging material.

b) Automa

d control sysfem failure

There are situations where the failure of automated control or computer systems can have 4
effect on the product.

5 within the organization which combine to meet customer requirements and the stated p¢licies and

BN give an
rnationally
and CCPs

g process
However,
Ch support
onnel and
hey are as
ns as any

asurement
hich CCPs

ch as the

this risk.
ves, work-

n adverse
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7.2 Customer-related processes

7.2.1 Determination of requirements related to the product

ISO 9001:2000, Quality management systems — Requirements

7.2.1 Determination of requirements related to the product

The organization shall determine

ivities,

b) requirgments not stated by the customer but necessary for specified or intended use, where krnown,

c) statutgry and regulatory requirements related to the product, and

d) any additional requirements determined by the organization.

Potential ysers and consumers should be identified and documented, as far as\is-known for each prgduct/product
category. |[For some products, consumer groups known to be especially Mulnerable (e.g. babies| or children,
pregnant women, patients, elderly people and diabetics) should be identified and continual attention giyen to them.

The orgarfization should, where appropriate, demonstrate that it has*been evaluated as to whethef the storage
conditions|and the intended use with these groups of population couldinclude a CCP.

To ensure|optimum consumer safety, unintended handling and use of the product shall be taken into ¢onsideration
by the proyision of preparation instructions and distinctive product labelling.

The relevgnt statutory and regulatory requirements should also be identified.

7.2.2 Reyview of requirements related to the product

ISO 9001:2000, Quality management systems — Requirements

7.2.2 Reyiew of requirements related to the product

The orgarfization shall reviewthe requirements related to the product. This review shall be conducted|prior to the
organizatipn's commitmentta_supply a product to the customer (e.g. submission of tenders, acceptance|of contracts
or orders, facceptance of.changes to contracts or orders) and shall ensure that
a) produgt requirements are defined,

b) contrakt or order requirements differing from those previously expressed are resolved, and

c the Ornnni-n\finn hac tha Al tn maant tha Anfinad ke Ante
gorzator st aiotty (o et ot e oTeoqontrhets:

Records of the results of the review and actions arising from the review shall be maintained (see 4.2.4).

Where the customer provides no documented statement of requirement, the customer requirements shall be
confirmed by the organization before acceptance.

Where product requirements are changed, the organization shall ensure that relevant documents are amended and
that relevant personnel are made aware of the changed requirements.

NOTE In some situations, such as internet sales, a formal review is impractical for each order. Instead the review can cover
relevant product information such as catalogues or advertising material.
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Elements of Principle 2 and Principle 3 of the logical sequence for the application of HACCP (determine the critical
control points and establish critical limits) may be integrated. Once the process flowchart has been established, the
CCP determination should be clear. Often the customer will clearly state in the specification which tests have to be
done (microbiological, chemical, etc.) and may even give targets and acceptable tolerances related to the product.

In any situation where there are tenders, contracts or orders between a supplier and a customer, contract review
applies. This clause of 1SO 9001 is the key to establishing customers' requirements and, most importantly,
clarifying whether the company has the capability to meet those requirements.

Customers' requirements will vary from simple sales orders for standard products, call-off against a pre-agreed
long-term contract variable demands made agalnst a sales forecast or reqwrements to produce to technical
product spegifications—and—atatity—controtinspection—specifications—At—contractregtirements—she d¢—Ppe agreed
between the [customer and the suppller before the contract is accepted If the supplier cannot meet any \gr all of the
stated requirements, the customer should be notified. The methods used to demonstrate contracteviey will vary,
but can incllide notes of telephone messages, sales order information, signed tender documents, minutes of
meetings, or[internal orders released by the commercial department for production.

Consideratioph should also be given to the internal customer-supplier relationships in an érganization; thg principles
of contract rdview apply equally to these situations.

Safeguarding the customer against unintended use of a food product (possibly caused by incorreft storage
conditions) should also be considered.

Compliance with current legislation is an inherent product requirement.\When exporting, consideration|should be
given to the legislative requirements of individual countries.

7.2.3 Custpmer communication

1ISO 9001:2000, Quality management systems — Requirements

7.2.3 Custgmer communication

The organizgtion shall determine and implemernt effective arrangements for communicating with customers in
relation to

a) product information,
b) enquiried, contracts or order handling, including amendments, and

c) customef feedback, including customer complaints.

When designing the ‘process for managing a product recall, a specific individual should be nominated {o manage
the process &nd torbe the sole point of contact with the customer and, if required, the consumer.
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7.3 Design and development

7.3.1 Design and development planning

ISO 9001:2000, Quality management systems — Requirements
7.3.1 Design and development planning

The organization shall plan and control the design and development of product.

During th
a) the de
b) there

c) there

desian-and develonment nlannina the araanization chall determine
~ B At lchad i Sl St FI T ITERRRTETT bt
Sign and development stages,

iew, verification and validation that are appropriate to each design and development stage, ar

bponsibilities and authorities for design and development.

The organ
effective ¢

ization shall manage the interfaces between different groups involved in design and developme
pmmunication and clear assignment of responsibility.

Planning ¢utput shall be updated, as appropriate, as the design and development progresses.

nt to ensure

The intenfion of this clause of ISO 9001 is to ensure that the specifications of materials, processes
product ar|d labelling arrived at through the development process, meet the identified needs of the cus
can be a [great deal of creativity involved in such a process, in“addition to technical expertise, an
control system adopted should allow creativity, but within a~cléarly defined set of procedures wh
process tg be managed and controlled.

Food safgty must be paramount during any new product development. HACCP Principle 1 (cond
analysis) gnd Principle 2 (determine the critical control points) are of extreme importance. Applying the
hazard anplysis during design should help to ensure that the potential new product will be able to be
and is within the capability of the particular company. Investing more time at this phase of the proce
problems pefore the product goes on-line will save time and money. Design control has also bee
HACCP Pfinciple 3 (establish critical limits).

The termi
processes
of custom
where de
verificatior]
tests.

nology of this clause of1S© 9001 could be unfamiliar to many in the food industry. K
involved are those that,are commonly applied during product development; for example, t
er requirements in @-product development brief; the designation of development milestg
elopment samples.are assessed before approval is given to proceed to the next develo
through challengée testing or shelf-life determination; and validation through market resear

The discig
control thg

lines of-thé design process should ensure that appropriate control limits are set which wi
critical~point identified.

, packaging,
tomer. There
d the design
ch allow the

ict a hazard
principles of
made safely
5s to iron out
n linked into

However, the
he statement
ne meetings
bment stage;
h and transit

| adequately
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establishment and development of a comprehensive HACCP system. Where particular HACCP principles have not

been identified directly, there may well be links to the whole hazard analysis process.
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7.3.2 Design and development inputs

1ISO 9001:2000, Quality management systems — Requirements

7.3.2 Design and development inputs

Inputs relating to product requirements shall be determined and records maintained (see 4.2.4). These inputs shall
include

a) functional and performance requirements,

b) applicable statutory and regulatory requirements,

c) where applicable, information derived from previous similar designs, and

d) other requirements essential for design and development.

These inputq shall be reviewed for adequacy. Requirements shall be complete, unambiguous and not in copflict with
each other.

A plan should be prepared describing all development activity. Key points to beZincluded in any plan are the
identification|of those responsible for carrying out the development processes, and all key stages in the pfocess. As
the design (gr new product, or new recipe) evolves, the plan will need to be updated.

There are many design input requirements relating to a product. As‘@ minimum, these include stafutory and
regulatory reguirements, and any requirements which derive from contract review, such as shelf life, compositional
claims, style [of packaging and price point. All these input requirements’should be accurately captured in the design

process, and

any which are conflicting or ambiguous should be reselved quickly with the relevant persor

nel, group

or organizatipn.

7.3.3 Design and development outputs

ISO 9001:2000, Quality management systems.=~Requirements

7.3.3 Design and development outputs

pf design and development'shall be provided in a form that enables verification against the dgsign and
input and shall be approved prior to release.

The outputs
development

Design and glevelopment outputs.shall

a) meetthe
b)
c)
d)

input requirements for design and development,
provide gppropriate-information for purchasing, production and for service provision,

contain qr referénce product acceptance criteria, and

specify tire characteristics of the product that are essential for its safe and proper use.

Problems tend to occur at interfaces between different functional groups, usually due to communication difficulties
and one group not realizing that they are part of an internal “customer-supplier’ chain. Care should be taken to
ensure that all members of the design process are clear as to their requirements, and that effective communication
systems are in place.

The results of the development process (a new product or new recipe, for example) should be measured against
clear acceptance criteria (such as food safety and hygiene requirements, good manufacturing practice and relevant
regulations). Verification and validation of the new product need to be included in the development plan. Table 1
compares these activities, including design review.
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Table 1 — Comparison of design activities

Design control “tool”

How to use

Further notes

Review Where appropriate, to check progress | Review ensures that things are
of the design plan against key | progressing as expected. This can
parameters. involve a multidisciplinary team, such

as development staff, technical staff,
and should generate records.

Verification Ongoing process, which can include | Verification will check that any product
testing at stages in the process, or | claims can be substantiated, such as
comparisons  with  known, proven | formal nutritional analysis, ingredients.
products. This activity should generate records.

Validation At the end of the design process, to | Validation may be-\performed with

ensure that the new product meets
customer needs.

specific target @ser droups (e.g.
children's foods)or by test marketing.
This should,check that a|l customers’
stated requirements can be met by the
new product. This acfivity should

generate records.

7.3.4 Design and development review

ISO 9001:2000, Quality management systems — Requirements

7.3.4 Defign and development review

At suitablg stages, systematic reviews of design and development shall be performed in accordance with planned
arrangements (see 7.3.1)

a) to evaluate the ability of the results of design and dévelopment to meet requirements, and

b) to identify any problems and propose necessarny actions.

Participants in such reviews shall include representatives of functions concerned with the design and development
stage(s) being reviewed. Records of the results of the reviews and any necessary actions shall be maingtained (see
4.2.4).

The frequency and composition_of the team or particular individual performing the review will differ for each
organizatipn and possibly each’new design activity. The reviews should ensure that the design process stays
relevant td input requirements’and on target.

7.3.5 Design and.development verification

ISO 9001:

2000, Quality management systems — Requirements

7.3.5 Design and development verification

Verification shall be performed in accordance with planned arrangements (see 7.3.1) to ensure that the design and
development outputs have met the design and development input requirements. Records of the results of the

verification and any necessary actions shall be maintained (see 4.2.4).

Within the food and drink industry, verification activities may include physical, chemical, microbiological and shelf-

life testing

, as well as sensory evaluations by selected user panels.
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7.3.6 Design and development validation

1ISO 9001:2000, Quality management systems — Requirements

7.3.6 Design and development validation

Design and development validation shall be performed in accordance with planned arrangements (see 7.3.1) to
ensure that the resulting product is capable of meeting the requirements for the specified application or intended use,
where known. Wherever practicable, validation shall be completed prior to the delivery or implementation of the
product. Records of the results of validation and any necessary actions shall be maintained (see 4.2.4).

The final validation of the product will confirm (or not) the acceptability of the product to the defineni customer
group. In the[food and drink industry, design validation may include test marketing, trial production-runs, @nd invited
consumer tegt panels.

7.3.7 Contfol of design and development changes

ISO 9001:2000, Quality management systems — Requirements

7.3.7 Contrpl of design and development changes

Design and |development changes shall be identified and records maintained. The changes shall be feviewed,
verified and yalidated, as appropriate, and approved before implementation. The review of design and devglopment
changes shall include evaluation of the effect of the changes on constituent parts and product already deliered.

Records of the results of the review of changes and any necessary actions shall be maintained (see 4.2.4)

In some circimstances, modifications to a product can be of a trivial nature and the customer requiremepts are not
compromised. In these instances, the initiation of .such a change may not require the full implementation of the
design procgss. However, the criteria and authority for permitting minor modifications, and the methods of
verification and validation, should be clarified in the quality system. Procedures should be written to dgscribe the
way in which|control and verification take place during design so that product requirements are met.

Changes to fhe design after an effective-design control activity has been carried out are common. Recofds should
be available [to address the change.control process, ensuring that any changes will not adversely affdct product
safety or mefhods of manufacture;.or'contravene legislative requirements.

7.4 Purchasing

7.4.1 Purchasing process

1ISO 9001 :ZOPO, Quality management systems — Requirements

7.4.1 Purchasing process

The organization shall ensure that purchased product conforms to specified purchase requirements. The type and
extent of control applied to the supplier and the purchased product shall be dependent upon the effect of the
purchased product on subsequent product realization or the final product.

The organization shall evaluate and select suppliers based on their ability to supply product in accordance with the
organization's requirements. Criteria for selection, evaluation and re-evaluation shall be established. Records of the
results of evaluations and any necessary actions arising from the evaluation shall be maintained (see 4.2.4).

20 © 1SO 2001 — Al rights reserved


https://standardsiso.com/api/?name=74494a522e93a963a728177627b0d465

ISO 15161:2001(E)

All materials and services used to meet customer requirements in the manufacture of product should be purchased
in a controlled manner that reflects the importance of that material or service to the finished product. Within the
food and drink industry, this could include the following:

a) ingredients;

b) processing aids;

c) water

(processing water and water treatment);

d) maintenance, equipment, packaging and food contact materials;

e) subcg
f) prima
g) testin
h) hygie
contrdg
i) trainin
j)  transg
k) wareh
The level
material. A

ntract operations (i.e. contract packing);
Fy producers (e.g. animal husbandry, primary crop processing);
) and laboratory services;

ne services (including the purchase of cleaning chemicals used on product contact surfac
l;

g;
ort and distribution;

ousing (of both raw materials and finished products).

es) and pest

bf control a company wishes to exert over a supplier will depend on the nature and intendg¢d use of the

nything used as an ingredient, or coming intocdirect contact with the product, will probably

need tighter

controls than items such as office equipment. It should be remembered that declarations of compliance with

legislation

The haza
controlled

do not necessarily mean that the componént is safe.

d analysis assessment of the procéss will identify raw materials and other inputs which
and will be identified as a “critical-control point” (CCP). This can then result in the need

control ovér the supplier. Suppliers of materials or services should be selected carefully, with a full inve

their capa
be clearly|
quality, del

bility to supply to the organijzation’s stated requirements. The criteria for acceptance of a su
established and recordéd; Suppliers' performance should be monitored for all paramets
ivery and shelf-life. Theymonitoring methods should be recorded, together with methods for

of supplie

and, if necessary, the removal of unsatisfactory suppliers.

Purchasing has been linked to Principle 3 of the HACCP process (establish critical limits). To ider

hazards i

a process,chaving assessed whether or not special procedures are required for the proces

need to be
or increased
stigation into
pplier should
rs, including
the selection

tify potential
5 to be under

control, cdnsiderationyshould be given to the raw materials (of all types) used in the process. The establishment of

appropriat

specifications for raw materials, and the use of only those suppliers with the capability

these spegifications, will ensure that hazards are not introduced into the process at an early stage,
process step-is then necessary to reduce that hazard to an acceptable level.

to adhere to
wvhere a later
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7.4.2 Purchasing information

1ISO 9001:20

00, Quality management systems — Requirements

7.4.2 Purchasing information

Purchasing information shall describe the product to be purchased, including where appropriate

a) requirements for approval of product, procedures, processes and equipment,

b) requirements for qualification of personnel, and

c) quality management system requirements.

The organizgtion shall ensure the adequacy of specified purchase requirements prior to their communicatjon to the
supplier.

Purchasing information may take the form of paper or electronic orders, verbal orders_or a pre-establishe¢d delivery
schedule. Arly order, however placed, should be clear and covered by a purchasing-specification. The sgecification
will clearly sfate the organization’s requirements and accommodate the inherent variability of such proflucts, and
encompass the need for any special controls necessary to guarantee their confermity, including the reqyirement to
meet current{legislation.

7.4.3 Verification of purchased product

ISO 9001:2000, Quality management systems — Requirements

7.4.3 Verifigation of purchased product

The organization shall establish and implement thexinspection or other activities necessary for ensyring that
purchased pfoduct meets specified purchase requirements.

Where the ofganization or its customer intends'to perform verification at the supplier's premises, the orgjanization
shall state the intended verification arrangements and method of product release in the purchasing informgtion.

7.5 Prodyction and service provision

7.5.1 Contfol of production-and service provision

1ISO 9001 :20rr0, Quality, management systems — Requirements

7.5.1 Contnol of production and service provision

The organization shall plan and carry out production and service provision under controlled conditions. Gontrolled

conditions shall include, as applicable

a) the availability of information that describes the characteristics of the product,

b) the availability of work instructions, as necessary,

c)
d)
e)

f)

the use of suitable equipment,
the availability and use of monitoring and measuring devices,
the implementation of monitoring and measurement, and

the implementation of release, delivery and post-delivery activities.

22
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Appropriate control could include, for example, the use of notices of “pass/fail’, “accepted/not accepted”,
“conforming/nonconforming” or “waiting for inspection/testing”, in order to identify clearly the status of incoming, in-
process products, available for delivery and delivered products, batches or lots, etc.

These notices may include marks, labels, identified physical location or data in written records, computer

databases, in-line testing data, electronic code systems on products, etc.

7.5.2 Validation of processes for production and service provision

ISO 9001:2000, Quality management systems — Requirements

7.5.2 Valjdatior-ofprecessesforproductionand-serviceprovisien

The organjzation shall validate any processes for production and service provision where the resulting\outgut cannot

be verified by subsequent monitoring or measurement. This includes any processes where deficiencies become
apparent @nly after the product is in use or the service has been delivered.

Validation |shall demonstrate the ability of these processes to achieve planned results.

The organjzation shall establish arrangements for these processes including, as applicable

a) defined criteria for review and approval of the processes,

b) approyal of equipment and qualification of personnel,

c) use of|specific methods and procedures,

d) requirgments for records (see 4.2.4), and

e) revalidation.

There are[some processes where verification of results can be uneconomical or impossible without g destructive
test. Exanpples include pasteurization, sterilization 'in”"canning, and clean-in-place (CIP) processes. As inspection
and testing techniques and technology develop;;it could become possible to verify some of these|processes —
although there could still be unacceptable delays in obtaining results or the cost could be prohibitivI. The key in
these situfations is the complete control of the process, including verifying the process before product is made
(during process design), ensuring alk-personnel are adequately trained, that machinery and eduipment are
adequate [and well maintained, and (that the “in-process” records are complete and can record thg processing
parameters.

Reliance ¢n post-process inspection and testing should be minimal. The process should be design
and contrg

bd, executed

lled to ensure that-all possible hazardous inputs are removed (or reduced to an acceptable hazard level).

The impoftance of theAink of validation into the hazard analysis process is obvious: using this fechnique all
negative inputs on quality (including hazardous ones) into the process are identified and the process|is controlled
to minimizg the risk{before the product is manufactured. This should ensure no unpleasant surprises When the final
test result$ are obtained.

7.5.3 Identification and traceability

ISO 9001:2000, Quality management systems — Requirements

7.5.3 Identification and traceability

Where appropriate, the organization shall identify the product by suitable means throughout product realization.

The organization shall identify the product status with respect to monitoring and measurement requirements.

Where traceability is a requirement, the organization shall control and record the unique identification of
(see 4.2.4).

NOTE In some industry sectors, configuration management is a means by which identification and traceability are maintained.

the product
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Due regard should be given to the identification of systems which are necessary to comply with any legal
requirements or codes of practice, such as national product recall procedures. Lot identification is important in
product recall and helps effective stock rotation. Food products should carry adequate information to enable the
next person in the food chain to handle, display, store, and prepare and use the product safely and correctly. Any
procedures for product recall should include a definition of responsibilities.

Where the customer requires the product to be identified by a specific mark or code, a system should be

implemented

for the verification of that mark or code.

It is a legal requirement in this industry that there be a system for batch or lot traceability. It is the responsibility of
the organization to determine what constitutes a batch or lot, other than when it is specified as a customer

requirement.

Thicarilvarr—daernandiaa—aa-th. HEW= PEP-¢ TR aa-th aatantialrial £ 4 Bradiieat
o vin Valy Ut pel Iullly U uinre IIquOlly, daiu uic pgultTitdi TTon U uic gyrouuot.

Product idengification and traceability may be regarded as prerequisite conditions before the application of HACCP.
7.5.4 Custpmer property

ISO 9001:2000, Quality management systems — Requirements

7.5.4 Custgmer property

The organization shall exercise care with customer property while it is understhé organization's control or bg¢ing used
by the organjzation. The organization shall identify, verify, protect and safeguard customer property provided for use

or incorporatfion into the product. If any customer property is lost, damaged or otherwise found to be unsyitable for

use, this sha

NOTE Custo

| be reported to the customer and records maintained (see-4.2.4).

mer property can include intellectual property.

Customer pr|
particular prd
a “promotion
ensure it wil
ensure that t
be given to s

7.5.5 Prese¢rvation of product

bperty can be a raw material or packaging material supplied by the customer for process
duct, or could also cover specific additionalitems to be incorporated into the finished produ
al object” added into the final pack..Risk analysis should be carried out on the promotionz
not pose an unacceptable risk to~the rest of the organization. There should be suitable

uch products when performing HACCP analysis.

ing with a
Ct, such as
| object to
controls to

his material is protected as well as ‘any material owned by the organization itself. Consideration should

1ISO 9001:20
7.5.5 Presq

The organizg
destination.

00, Quality management systems — Requirements

rvation of product

ition shall preserve the conformity of product during internal processing and delivery to the
his{preservation shall include identification, handling, packaging, storage and protection. Pre

intended
servation

shall also ap

Dly-to the constituent parts of a product.

NOTE

warehousing after packing.

“Preservation” does not refer to the addition of preservatives into a food or drink product, it refers to storage or

The organization should ensure that products are handled, stored, packed, preserved and delivered under the right

conditions to

maintain the specified quality.

Factors to be considered can include the following:

a) contract

packing;

b) specified artwork for packaging materials;
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Procedure
storage. T
consider i
hazards a
are stored

7.6 Cor

ISO 15161:2001(E)

storage conditions, including temperature and humidity;

stock

rotation;

shelf life or customer requirements;

delivery conditions, including temperature and humidity;

statutory and regulatory requirements;

contamination hazards;

envird

hygie

nment, design, construction and layout of buildings;
he and infestation control, before or after production and packaging.

s in this area need to ensure that hazards are not introduced after production by poo
his is part of product realization and should be considered during the HACCP study. This
hadvertent contamination during processing: work in progress should (be safeguarded to
e not introduced which could affect the quality or safety of the finished product. How and wh
and transported should all be considered.

itrol of monitoring and measuring devices

handling or
should also
ensure that
ere products

1ISO 9001:
7.6 Con

The organization shall determine the monitoring and-measurement to be undertaken and the mor
measuring

The organ
carried ou

Where ne

a)

b)

c)
d)

e)

In

When used in the monitoring and measurement of specified requirements, the ability of computer software to satisfy
the intended application shall be confirmed. This shall be undertaken prior to initial use and reconfirmed as

be cal
interna

verification shall be recorded;

be adj
be ide
be saf

be pro

trol of monitoring and measuring devices

2000, Quality management systems — Requirements

devices needed to provide evidence of cenformity of product to determined requirements (se

ization shall establish processes to_ensure that monitoring and measurement can be carried
in a manner that is consistent with.the monitoring and measurement requirements.

fessary to ensure valid results,\measuring equipment shall
itional or national measurement standards; where no such standards exist, the basis used for ¢

Listed or re-adjusted as necessary;
ntified to enable the calibration status to be determined;
bguardedsfrom adjustments that would invalidate the measurement result;

tected'from damage and deterioration during handling, maintenance and storage.

brated or verified at specified intervals, or prior to use, against measurement standards fraceable to

itoring and
p 7.2.1).

put and are

Blibration or

addition, the organization shall assess and record the validity of the previous measuring results when the
equipment is found not to conform to requirements. The organization shall take appropriate action on the equipment
and any product affected. Records of the results of calibration and verification shall be maintained (see 4.2.4).

necessary.

NOTE See ISO 10012-1 and ISO 10012-2 for guidance.

Calibration certificates should indicate the measurement accuracy of equipment at the time of calibration (the “as-
found” reading).
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In the food and drink sector, sensory evaluations have special importance. These are carried out by sensory panels
which can provide objective results if the members are selected and the tests are conducted in accordance with the
relevant International Standards (see, for example, ISO 6658 and ISO 10399). In this case the sensory panel works
as a “measuring device”, therefore its performance should be checked regularly, which is a special form of
calibration. For this purpose suitable International Standards are also available (see, for example, parts 1 and 2 of
ISO 8586).

The verification of measuring and monitoring devices in the food and drink industry in some cases can only be
carried out using data from interlaboratory studies.

As many organlzatlons become more rellant on software based processes it is |mportant to include this within a
calibration sys , e relative
quantities of|raw materlals in a product using a quantltat|ve ingredient) should be treated in the same way as
measuring equipment.

8 Measurement, analysis and improvement

8.1 General

1ISO 9001:2000, Quality management systems — Requirements

8.1 General

The organizgtion shall plan and implement the monitoring, measurement, analysis and improvement processes
needed

a) to demonstrate conformity of the product,

b) to ensurg conformity of the quality management system, and

¢) to continpially improve the effectiveness of the quality-management system.

This shall inglude determination of applicable metheds, including statistical techniques, and the extent of their use.

Just as a prq
itself should
quality plans

duct is checked for conformance to specification after manufacture, the quality managemeént system
be inspected or measured-to-ensure it still conforms to requirements detailed in the policies,|goals and
agreed.

It is sometim
the process
available.

bs easier to develop appropriate methods of measurement for a product than for a process. Measuring
system itself i§ ymore difficult, and will require careful selection of the many measurement tools

Measuring W
the use of s¢
whether fron

hether.a>process is operating effectively within this industry can (if it is a production process

me kind of statistical tool or model. A process is designed to meet a particular need or re
N ca, customer or derived internally. A process which is not capable of delivering prog

) require
juirement,
uct within

specification € process
cannot make product within the specification. Verifying that a process is capable of meeting requirements may be
done by process capability studies. The use of such studies and statistical process control will assist organizations
in understanding the “fingerprint” for operation of a process, and can assist in the production of products which are
always within specification.

can-he thae root cause—of manvnonconformina-nroducts it is no usae retrainina-staff if th
a8+ —GaUdS8—- o aRRORGORBHHRgPFoaUHGtS—1S—Ro0HS8—+FetaiHhRg—StaH—H—+H

NOTE Detailed guidance on statistical techniques is given in ISO/TR 10017 [17],
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8.2 Monitoring and measurement

8.2.1 Customer satisfaction

ISO 9001:2000, Quality management systems — Requirements
8.2.1 Customer satisfaction
As one of the measurements of the performance of the quality management system, the organization shall monitor

information relating to customer perception as to whether the organization has met customer requirements. The
methods for obtaining and using this information shall be determined.

High or low customer satisfaction could be measured by the number of compliments (or complaipis)rgceived, but a
more progctive approach is to develop with the customer some key performance indicators (KPIs) and measures.
Typical KRls in the food industry include

— new groduct development,

— comnjercial management,

— speeq of product launches,

— planning and promotions,

— adherence to technical standards,
— produgt quality,

— respopsiveness to problems, and

— people and service levels (delivery performance).

8.2.2 Internal audit

ISO 9001:2000, Quality management systems — Requirements
8.2.2 Int¢rnal audit

The orgarnjization shall conductiinternal audits at planned intervals to determine whether the quality mjanagement
system

a) conforms to the plabhed arrangements (see 7.1), to the requirements of this International Standarg and to the
guality managementsystem requirements established by the organization, and

b) is effegtively implemented and maintained.

An audit programme shall be planned, taking into consideration the status and importance of the processes and
areas to b%mmgthods shall

be defined. Selection of auditors and conduct of audits shall ensure objectivity and impartiality of the audit process.
Auditors shall not audit their own work.

The responsibilities and requirements for planning and conducting audits, and for reporting results and maintaining
records (see 4.2.4) shall be defined in a documented procedure.

The management responsible for the area being audited shall ensure that actions are taken without undue delay to
eliminate detected nonconformities and their causes. Follow-up activities shall include the verification of the actions
taken and the reporting of verification results (see 8.5.2).

NOTE See ISO 10011-1, ISO 10011-2 and ISO 10011-3 for guidance.
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