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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
techmcal commlttees Each member body mterested in a subject for WhICh a technlcal committee has been
S rig : : C = : G . ental and

in I|a|son with ISO also take part in the work ISO coIIaborates cIoser with the

Infernational Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part 2.

THe main task of technical committees is to prepare International Standards. Draftynternational Standards
adopted by the technical committees are circulated to the member bodies for\wvoting. Publicatjon as an
Infernational Standard requires approval by at least 75 % of the member bodies ¢asting a vote.

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

ISP 22005 was prepared by Technical Committee ISO/TC 34, Foed. products.
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Introduction

A traceability system is a useful tool to assist an organization operating within a feed and food chain to
achieve defined objectives in a management system.

The choige—¢
expectatigns.

The complexity of the traceability system can vary depending on the features of the product and the.objectivies
to be achipved.

The implementation by an organization of a traceability system depends on

— technijcal limits inherent to the organization and products (i.e. nature of the raw materials, size of the Igs,
collegtion and transport procedures, processing and packaging methods), and

— the c¢st benefits of applying such a system.

A traceabllity system on its own is insufficient to achieve food safety.
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Traceability in the feed and food chain — General principles
and basic requirements for system design and implementation

1 Scope
This International Standard gives the principles and specifies basic requirements,fob ‘the design and
implementation of a feed and food traceability system. It can be applied by an organization operafjng at any
step in the feed and food chain.

It |s intended to be flexible enough to allow feed organizations and food organizations to achieve identified
objectives.

THe traceability system is a technical tool to assist an organization to conform with its defined objeftives and
is ppplicable when necessary to determine the history, or location of a product or its relevant compoments.

2| Normative references

The following referenced documents are indispensablé for the application of this document. For dated
references, only the edition cited applies. For undated references, the latest edition of the neferenced
dgcument (including any amendments) applies.

ISP 22000:2005, Food safety management systems — Requirements for any organization in the fodd chain

3| Terms and definitions

Fgr the purposes of this docufent, the terms and definitions given in ISO 22000 and the following apply.

prpduct
result of a process

—
(ds)

O 9000:2005, definition 3.4.2]

NOTE Product may include packaging material.

3.2
process
set of interrelated or interacting activities which transforms inputs into outputs

NOTE 1 Inputs to a process are generally outputs of other processes.

NOTE 2  Processes in an organization (3.10) are generally planned and carried out under controlled conditions to add
value.

NOTE 3 A process where the conformity of other resulting product (3.1) cannot be readily or economically verified is
frequently referred to as a “special process”.

[ISO 9000:2005, definition 3.4.1]
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3.3
lot

set of units of a product which have been produced and/or processed or packaged under similar
circumstances

NOTE 1
NOTE 2

3.4

The lot is determined by parameters established beforehand by the organization.

A set of units may be reduced to a single unit of product.

lot identification

process O

3.5
location
place of p

3.6
traceabili
ability to
distributio

NOTE 1
NOTE 2
NOTE 3
3.7

feed and
sequence

feed and f

NOTE
food produ

3.8

F assigning a unique code to a lot

rfoduction, processing, distribution, storage and handling from primary production to consumption

ty
!
Adapted from Reference [3].

Movement can relate to the origin of the materials, processing histopy~er distribution of the feed or food.

» o«

Terms such as “document traceability”, “computer traceability’ or “commercial traceability” should be avoide

food chain
of the stages and operations involved in the'{roduction, processing, distribution and handling
ood, from primary production to consumption

Primary production includes the production of feed for food-producing animals and for animals intended
Ction.

flow of mpaterials

movemen
3.9

materials
feed and f

3.10

[ of any materials at any point in the feed and food chain

ood, feed and-food ingredients and packaging materials

organization
group of peopleand facilities with an arrangement of responsibilities, authorities and relationships

ollow the movement of a feed or food through specified stage(s) of preduction, processing anhd

jon

of

for

[ISO 9000:2005, definition 3.3.1]

NOTE 1
NOTE 2
3.1

data
recorded i

An organization may consist of one person.

An organization can be public or private.

nformation
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3.12
traceability system
totality of data and operations that is capable of maintaining desired information about a product and its

CoOl

4

mponents through all or part of its production and utilization chain

Principles and objectives of traceability

4.1 General

Traceability systems should be able to document the history of the product and/or locate a product in the feed
and food chain. Traceability systems contribute to the search for the cause of nonconformity and’thg ability to
withdraw and/or recall products if necessary. Traceability systems can improve appropriate ‘use and reliability
oflinformation, effectiveness and productivity of the organization.

Traceability systems should be able to achieve the objectives (see 4.3) from a technical and econonjic point of
vigw.

Movement can relate to the origin of the materials, processing history or distribution of the feed or{food, and
should address at least one step forward and one step backward forceaeh organization in the [chain. On
agreement amongst the organizations concerned, it may apply to more than one part of the chain.

4.2 Principles

Traceability systems should be

—{ verifiable,

— applied consistently and equitably,

—{ results oriented,

—1 cost effective,

— practical to apply,

— compliant with any applicable regulations or policy, and

—{ compliant with defihed accuracy requirements.

4.3 Objectives

In|developing’a feed and food chain traceability system, it is necessary to identify the specific objectives to be
adhieved~These objectives should take into consideration the principles identified in 4.2. Examples of
olbjjectives are the following:

a) to support food safety and/or quality objectives;

b) to meet customer specification(s);

c) to determine the history or origin of the product;

d) to facilitate the withdrawal and/or recall of products;

e) to identify the responsible organizations in the feed and food chain;

f)  to facilitate the verification of specific information about the product;
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g) tocommunicate information to relevant stakeholders and consumers;
h) to fulfil any local, regional, national or international regulations or policies, as applicable;

i) to improve the effectiveness, productivity and profitability of the organization.

5 Design

5.1 General design considerations

A traceabllity system is a tool that should be designed within the context of a broader management system.

The choide of a traceability system should result from balancing the different requirements,the ‘technigal
feasibility pnd the economic acceptability.

The traceability system should be verifiable.

Each element of a traceability system shall be considered and justified on a case=hy-Case basis, taking ifto
account the objectives to be achieved.

In the desjgn of a traceability system, the following shall be included:
a) objectives;

b) regulatory and policy requirements relevant to traceability;

c) proddcts and/or ingredients;

d) positipn in the feed and food chain;

e) flow gf materials;

f)  information requirements;

g) procgdures;

h) documnentation;

i) feed @&nd food chain cogrdination.

5.2 Choice of objeciives

The orgarfization‘shall identify the objectives of its traceability system (see 4.3).

5.3 Regqulatory and policy requirements

The organization shall identify the relevant regulatory and policy requirements to be met by its traceability
system.

5.4 Products and/or ingredients

The organization shall identify the relevant products and/or ingredients for which the objectives of its
traceability system apply.

4 © 1SO 2007 — All rights reserved
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5.5 Steps for the design

5.5.1 Position in the feed and food chain

The organization shall determine its position in the food chain by at least identifying its suppliers and
customers.

5.5.2 Flow of materials

The nrgani7atinn shall determine and document the flow of materials within its control in a manner which
meets the objectives of the traceability system.

5.5.3 Information requirements

Tq meet its traceability objectives, the organization shall define the information
— to be obtained from its suppliers,

— to be collected concerning the product and process history, and

— to be provided to its customers and/or suppliers.

NOTE The information required for a traceability system is influenged by its objectives and by the position of the
orgianization in the feed and food chain.

5.p Establishment of procedures

Prpcedures generally relate to documenting the flow, of materials and related information, including [document
retention and verification. The organization shall €stablish procedures that include at least the following:

a)| product definition;

b)[ lot definition and identification;

c)| documentation of flow of materials, and information including media for record keeping;
d)| data management and'recording protocols;

e)| information retrievalprotocols.

In|the development and implementation of a traceability system, it is necessary to take into agcount the
existing operatien and management systems present in the organization.

Prpcedures to manage traceability information shall include a means to link and record the flow of information
cancerning materials and products, if needed.

Procedures shall be established to deal with nonconformity in the traceability system. These procedures
should include corrections and corrective actions.

5.7 Documentation requirements

The organization shall determine which documents are required to achieve the objectives of its traceability
system.

Appropriate documentation shall include, as a minimum

— adescription of the relevant steps in the chain,

© 1SO 2007 — All rights reserved 5
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— adescription of the responsibilities for the management of traceability data,

— written or recorded information documenting the traceability activities and manufacturing process, flows
and results of traceability verification and audits,

— documentation addressing action taken to manage nonconformity related to the established traceability
system, and

— document retention times.

See I1SO 3
See I1SO 3

See ISO 2

5.8 Feq

If an orga
shall be ¢
immediatg
food chair
by the org

NOTE

6 Implementation

6.1 Ge

The organ
managem

Following
specified

Each orgz

6.2 Traceability plan

Each orgz
traceabilit

2000:2005, 4.2.2, for management of the control of documents.
2000:2005, 4.2.3, for management of the control of records.

2000:2005, 7.9, for the identified objectives of a traceability system.

d and food chain coordination

hization participates in a traceability system with other organizations, the-design elements (see 5
oordinated. Links in the feed and food chain are established as each-organization identifies

traceability” for commercial purposes, the relevant steps in the feed)or food chain shall be identifi
anization making the claim and shall be supported by verificationdnformation.

A chain traceability system can be applied when the part(s) being traced is(are) continuously connected.

neral

ization shall demonstrate its commitment to the implementation of a traceability system by assigni
ent responsibilities and by providingresources.

the design and development ‘of a traceability system, the organization shall implement the ste
n 6.2 to 6.6.

nization may choose appropriate tools to trace, record and communicate information.

nization shalt~establish a traceability plan which can be part of a broader management system. T|
plan shailinclude all the identified requirements.

6.3 Resrponsibilities

1)

its

prior source(s) and immediate subsequent recipient(s). When a claint is made about “Feed ahd

ed

s

The organization shall define and communicate tasks and responsibilities to its personnel.

6.4 Tra

ining plan

An organization shall develop and implement a training plan. Personnel who can affect the traceability system
shall be adequately trained and informed.

They shall be able to demonstrate competence to correctly implement the traceability system.
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6.5 Monitoring

The organization shall establish a monitoring scheme for the traceability system.

6.6 Key performance indicators

The organization shall establish key performance indicators to measure the effectiveness of the system.

7 —Internal audits

THe organization shall conduct internal audits at planned intervals, to assess the effectiveness\of the system
tojmeet the established objectives.

8| Review
THe organization shall review the traceability system at appropriate intervals, ‘or,Whenever changes|are made
to|the objectives and/or the product or processes. Based on this review,) the appropriate corrgctive and
preventive action(s) shall be taken. This allows the establishment of a continuous improvement profess. This
reyiew shall include, but is not limited to, the following:

a)| traceability test results;

b)| traceability audit findings;

c)| changes to product or processes;

d)| traceability-related information provided by other organizations in the feed and food chain;
e)| corrective actions related to traceability;

f)| customer feedback, including coniplaints, related to traceability;

g)| new or amended regulationstaffecting traceability;

h)[ new statistical evaluationymethods.
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